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***Only one label type should be selected*** 

~ New CSF(s) Dated: II-23- ;lO I ~-

D Other: 

File this coversheet and attached materials in the jacket. It must be well organized 
and clipped together, NOT STAPLED. Then give the jacket with t he coversheet and 
materials to staff in the Information Services Center (ISC) (Room S-4900). If a 
jacket is full or only available as an image, please file materials in a new jacket and 
bring it down to the (ISC) . For further information please call 703-605-0716. 
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U.S. ENVIRONMENTAi. PROTECTION AGENCY 

Office of J>esticide Programs 

Registration Division (7505P) 

1200 P,,rmsylvaniaAvc., N.W. 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
..X. Registration 
_ Reregistration 

(under l'IFRA, as amended) 

i'iamt and Address of Registrant (include ZIP Code): 

Janelle Kay 
Shanghai Neway Animal Health Co., Ltd. 
c/o Pyxis Regulatory Consulting , Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 

EPA Rtg. Number: Datt oflssuanct: 

91090-3 3/28/16 

Tum o( lssuanct: 

Conditional, Time-Limited 
Expires: 03/28/2018 

Namr of Ptstidde f>roducl: 

Neove Spot On #00 l for Dogs 

Nott: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the 

Registration Division prior to use of the label in commerce. In any correspondence on this product always refer 10 lhe above EPA registration number. 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered 
under the Federal Insecticide, Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the 
Agency. In order to protect health and the environment, the Administrator, on his motion, may at any 
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any 
name in connection with the registration· of a product under this Act is not to be construed as giving the 
registrant a right to exclusive use of the name or to its use if it has been covered by others. 

This product is conditionally registered in accordance with FIFRA section 3(c)(7)(A). You must comply 
with the fo llowing conditions: 

1. Submit and/or cite all data required for registration/reregistration/registration review of your 
product under FIFRA when the Agency requires all registrants of simi lar products to submit such 
data. 

Si,:nature or Appro,·inl? Offirisl: Di1tt: 

~c__--- 3/28/16 

Venus Eagle, Product Manager 01 
Invertebrate-Vertebrate Branch 3, Registration Division (7505P) 

El'A Fonn KS70-6 

3 



4

• • 
Page 2 of 4 
EPA Reg. No. 91090-3 
Decision No. 503658 

2. This registration is time-limited and expires 03/28/2018. 

3. You must submit quarterly enhanced incident reports and quarterly sales information in doses 
sold for this product beginning within 3 months of the date the product is first released for 
shipment. on the first day of the quarter (i.e., January I, April I, July I, or October l). Please 
flag any Confidential Business Information as such. Submit enhanced incident reporting and 
quarterly sales information to the Product Manager's attention. The following is a list of 
information that must be included in the quarterly reports for each incident: 

• EPA Registration Number 
• Product name (brand name) 
• Lot# 
• Where purchased: internet, store, veterinarian 
• Active lngredient(s) 
• Weight range for product 
• Date on which incident occurred (mm/dd/yyyy) 
• State in which the incident occurred (standard 2 letter abbreviation) 
• Registrant case # 
• Species: dog, cat, other (specify) 
• Breed: (as reported by pet owner) 
• Age: months or years 
• Sex: M, F, or neutered 
• Weight: pounds 
• Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
• Body System: neurological, dermatological, GI, respiratory, ocular, other 
• Major signs noted with separate column for each sign, using standard terminology 
• Time to Onset: (hours, days) 
• Treated by veterinarian: yes or no 
• First time product used: yes or no 
• Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 
• Any known precondition 
• EPA Severity Code: death, major, moderate, minor 
• Outcome: died, recovered, still treated, unknown 

4. Along with the enhanced incident reporting, you must submit an analysis of the incidents seen, to 
include the following details: 

• All incidents should be reported including all minor dermal and ocular irritation reports. 
• Summary table for dogs showing number of incidents of each severity code for each 

route of exposure. Each incident should only be reported once. l f one incident has several 
routes of exposure, the order should be ocular> oral> dermal. In other words, an 
incident with both oral and dermal exposure would be reported as oral exposure, and an 
incident with both ocular and oral exposure would be reported as ocular exposure. 
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EPA Reg. No. 91090-3 
Decision No. 503658 

• A similar summary table for cats (misuse or secondary exposure) showing number of 
incidents of each severity code for each route of exposure. 

• Summary table for cats and table for dogs showing number of incidents that are believed 
due to secondary exposure (e.g., multi-pet households). 

• A summary table for dogs showing number of incidents for each severity code for these 
age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, I yr, 2 yr, 3 yr, 4 yr, 5 yr, 
6 yr, 7 yr, 8 yr, 9 yr, IO yr, I I yr, 12 yr, 13 yr, 14 yr, 15 yr, > 15 yr. 

• A summary table showing the number of dog incidents for each severity code for each 
pet weight range on the product label, as applicable. 

• A summary table for dog weight showing number of incidents for each product weight 
range. This table should show number of incidents in dogs weighing less than that 
product weight range, number of incidents in dogs in lower half of weight range, number 
of incidents in dogs in upper half of weight range, and dogs weighing more than the 
product weight range, as applicable. 

• Table showing number of incidents for each dog breed, where provided. 
• Table showing number of incidents in dogs for each clinical sign. 
• Table showing number of incidents in dogs for each organ system. 
• Report aggregate incidents, but do not combine moderate and minor incidents. 

If EPA determines that future mitigation measures are necessary for all pet spot-ons, the Agency 
will inform registrants. If mitigation measures are necessary, EPA may take regulatory action. 

5. You are required to comply with the data requirements described in the DCI and EDSP Orders 
identified below: 

a. Imidacloprid GDCl-129099-951 
b. Imidacloprid EDSP-129099 

You must comply with all of the data requirements within the established deadlines. If you have 
questions about the Generic DCI or EDSP Order listed above, you may contact the Chemical 
Review Manager in the Pesticide Reevaluation Division: 
http://iaspub.epa.gov/apex/pestic ides/f?p=chem i ca I search: I 

6. Make the following label changes before you release the product for shipment: 

• Revise the EPA Registration Number to read, "EPA Reg. No. 91090-3." 

7. Submit one copy of the final printed label for the record before you release the product for 
shipment. 

Should you wish to add/retain a reference to the company's website on your label, then please be aware 
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is 
subject to review by the Agency. If the website is false or misleading, the product would be misbranded 
and unlawful to sell or distribute under FIFRA section l2(a)(I)(E). 40 CFR 156. IO(a)(5) list examples 
of statements EPA may consider false or misleading. In addition, regardless of whether a website is 



6

Page 4 of4 
EPA Reg. No. 91090-3 
Decision No. 503658 

• • 
referenced on your product's label, claims made on the website may not substantially differ from those 
claims approved through the registration process. Therefore, should the Agency find or if it is brought to 
our attention that a website contains false or misleading statements or claims substantially differing from 
the EPA approved registration, the website will be referred to the EPA's Office of Enforcement and 
Compliance. 

If you fail to satisfy these data requirements, EPA will consider appropriate regulatory action including, 
among other things, cancellation under FIFRA section 6(e). Your release for shipment of the product 
constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your records. 

Please note that the record for this product currently contains the following CSFs: 

• Basic CSF dated 1 I /23/2015 

If you have any questions, please contact Rita Kumar by phone at (703) 308-8291, or via email at 
kumar.rita@epa.gov. 

Enclosure 
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NEOVE SPOT ON #00 1 for Dogs 

e 
Note: !Brackets indicate alternate language] 

and l indicates notes lo reviewer} 

MASTER LABEL: This masler label includes label text for different s ize packages and application rates 

specific 10 the pet's age and body weight 

{ Front Panel} 
{Note to Reviewer: The word Dog will be at least 40-75% in height of the largest le tter in the primary brand 

name. A large clear picture ofa dog in the respective weight range w ill be on the from panel of the label. } 

Neove Spot On #001 for Dogs 
For the Prevention and Treatment of Flea and Lice Infestations on Dogs 

ACCEPTED 
Mar 28, 2016 

Altemate Brand Names 

lrnidaCare for Dogs [& Puppies] 

lmidaStar for Dogs [& Puppies] 

Petlmida for Dogs [& Puppies] 

Undol lho F-al •-. Funglcld,t 
- Aodenliddo Ac:! 01 -. !111 lho 
po1Uclde regiwtred .-er 

EPA~. No. 91090-3 

Once a Month Topical Flea and Lice Treatment 
For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 4 to 10 lbs (0.4 ml tube) 

OR 
For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs (1.0 ml tube) 

OR 
For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs (2.5 ml tube) 

OR 
For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs (4.0 ml tube) 

{Picture of a dog in the weight range for the product as packaged will be included in the final 
labeling} 

READ THE ENTIRE LABEL BEFORE EACH USE 
{Optional marketing claims follow:} 

• [One treatment prevents further flea infestation for at least four weeks] 
• [Kills fleas on dogs within 12 hours] 
• [Kills fleas before they lay eggs] 
• [Convenient, easy to apply] 
• [Kills [biting, chewing] lice] 
• [For treatment and prevention of [biting, chewing] lice [infestations]] 
• [Controls existing [biting, chewing] lice infestations] 
• [Dual protection (against fleas and lice)] 
• [Treats, prevents and controls [biting, chewing] lice [infestations]] 
• [Provides effective control of [biting, chewing] lice [infestations]] 
• [Kills [biting, chewing] lice and prevents further infestations] 
• [For treatment and prevention of infestations with [biting, chewing] lice] 
• [Waterproof] 
• [Fragrance free] 

7 
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NEOVESPOTON 11001 for Dogs Note: (Brackets indicate alternate language] 

and {indicates notes to reviewer} 

Active Ingredient Content (% By Weight) 
lmidacloprid [CAS 138261-41-3] 

Other Ingredients 
Total 

{ Front Panel, cont.} 

9.1 
90.9 

100.0 

EPA Est. No. 09 1090-XXX-X EPA Reg. No. 091090 -XXX 

NET CONTENTS: (31(4)(61(8) Tubes each 0.014 fl. oz. (0.4 ml) OR 
NET CONTENTS: (3114)(6)(81 Tubes each 0.034 fl. oz. (1.0 ml) OR 
NET CONTENTS: (31(4)(6)18) Tubes each 0.084 fl. oz. (2.5 ml) OR 

NET CONTENTS: (3)l4]161[8) Tubes each 0.135 fl. oz. (4.0 ml) 

KEEP OUT OF REACH OF CHILDREN 
WARNING 

• See Back Panel for First Aid and Precautionary Statements. 

• For Directions for Use & Storage and Disposal (instructions), see supplemental labeling inside. 

{Note to reviewer: cat icon will be 1.5 cm x 1.5 cm and will appear on the lower right hand comer of 

the front panel} 

2 

DO NOT 

USE ON 

CATS 
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NEOVE SPOT ON #001 for Dugs Note: [Brackets indicate alternate language] 

and {indicates notes to reviewer} 

{Back Panel} 

Once a Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 4 to 10 lbs (0.4 ml tube) 

OR 
For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs (1.0 ml tube) 

OR 
For Use only on Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs (2.5 ml tube) 

OR 
For Use only on Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs (4.0 ml tube) 

FIRST AID 

If in Eyes 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice 

If Swallowed 
• Call a poison control center or doctor immediately for treatment advice 

• Have person sip a glass of water if able to swallow 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by mouth to an unconscious person 

If on Skin or 

Clothing 
• Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 

- 20 minutes. Call a poison control center or doctor for treatment advice. 

NOTES 

To Customer: Have the product container or label with you when calling a poison control center or 

doctor or going for treatment. For emergency medical treatment infom,ation, call 1-800-222-1222. 

To Physician: Treat the patient symptomatically. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HU MANS 

WARNING Causes substantial but temporary eye injury. Do not get in eyes or on clothing. Harmful 
if swallowed. Do not get in eyes or on clothing. Avoid contact with skin. Wash hands thoroughly with 
soap and warm water after handling and before eating, drinking, chewing gum, using tobacco, or 
using the toilet. Keep out of reach of children. Do not contaminate feed or food. 

3 
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e 
NEOVE SPOT ON #00 I for Dogs 

HAZARDS TO DOMESTIC ANIMALS 

e 
Note: [Brackets indicate alternate language] 

and { indicates notes to reviewer} 

For External Use Only Do not use on puppies under seven weeks of age or weighing less than the 
labeled bodyweight. As with any product, consult your veterinarian before using this product on 

debilitated, aged, pregnant or nursing dogs. Individual sensitivities may occur after using ANY 
pesticide product for pets. If signs persist, or become more severe, consult a veterinarian immediately. 

If your animal is on medication, consult your veterinarian before using this or any other product. 

{Back Panel} 

RESTRICTIONS 
Use only on dogs 7 weeks and older and weighing 4 - IO lbs (0.4 ml tube) 

OR 

Use on)y on dogs 7 weeks and older and weighing 11- 20 lbs (1.0 ml tube) 

OR 

Use only on dogs 7 weeks and older and weighing 21 - 55 lbs (2.5 ml tube) 

OR 

Use only on dogs 7 weeks and older and weighing Over 55 lbs (4.0 ml tube) 

Do not use on animals other than dogs. 

Do not apply to puppies or dogs under 7 weeks of age and weighing less than the labeled bodyweight. 

Do not apply more than one tube per treatment. 

Do not have contact or allow children to have contact with treated area until completely dry. 

Do allow the product in the dog's eyes. 

• Do not allow children to apply this product. 

• Do not allow your dog to ingest this product. 

• Do not reapply for 4 weeks. 

• Use entire contents of tube on each dog. Do not split one tube between two dogs. 

• Weigh your dog to be sure you are applying the right dose fonnulated for the weight of your dog. 

• Separate the treated dog from all other dogs and cats for 24 hours after product has been applied. 

[Back Panel] 

{Note to reviewer: this box will be located on the lower right hand corner of the back panel} 
Side Effects Monitor your dog after application. Side effects may include signs of skin irritation 
such as redness, scratching or other signs of discomfort. Gastrointestinal signs such as vomiting or 
diarrhea have also been reported. If these or other side effects (such as lethargy) occur, consult your 

veterinarian. 

4 
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e 
NEOVE SPOT ON #001 for Dogs 

e 
Note: [Brackets indicate alternate language] 

and ( indicates notes to reviewer} 

{Note to reviewer: this box will be located on the lower right hand corner of the back panel, 

below the Side Effects box} DO NOT USE ON CATS Keep cats away from treated dogs for 24 

hours. If applied to a cat or ingested by a cat, contact your veterinarian. 

,· i 

' 

DO NOT 

USE ON 
CATS '®.' 

Icon size 1 .Scm x 1.Scmi ~---~----~ 

Manufactured For 
SHANGHAI NEWAY ANIMAL HEALTH CO., LTD 

Rm509, 1438 Shang Xi Bei Rd, Shanghai 200060, China 

[Made in China] 

Lot No.: 

5 
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NEOVE SPOT ON #00 I for Dogs Note: [Brackets indicate alternate language] 

and {indicates notes to reviewer} 

{Insert} 

Once a Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 4 to 10 lbs (0.4 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs (1.0 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs (2.5 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing over 5S lbs (4.0 ml tube) 

DIRECTIONS FOR USE 

READ THE ENTIRE LABEL BEFORE EACH USE 

For the Prevention and Treatment of Flea and Lice Infestations [on Dogs] 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

HOW TO OPEN BLISTER PACK 
I. Snap off one section of the blister card along the tube segment line. 
2. Use scissors to cut across the top of the section as show. Or use scissors to open by cutting 

carefully into the blister cavity across the small side, close to the cap of the tube. 

!Visuals depicting how to open blister pacaj 

3. Peel off the foil, and take out the tube. 

4. Repeat steps I to 3 for each tube. 

HOW TO APPLY 
I. Remove one applicator tube from the package. See "HOW TO OPEN BLISTER PACK" 
2. Hold applicator tube in an upright position facing away from you and your dog's face and eyes. 

Screw the cap off tube. . 
3. The dog should be standing for easy application. Part the hair on the dog's back, between the 

shoulder blades, until the skin is visible. Place the tip of the tube on the skin and squeeze the tube 

to expel the contents directly on the skin. Apply the entire contents of the tube between the 
shoulder blades of the dog. Do not get this product in your dog's eyes or allow your dog to ingest 
this product. Do not allow the product to run off. 

!visuals depicting Application to Animalj 

4. Discard empty tube as described in the Storage and Disposal section. 
5. Under normal conditions the product is effective for a month. For severe flea infestation, 

6 
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NEOVE SPOT ON #00 I for Dogs Note: [Brackets indicate alternate language] 

and ( indicates notes to reviewer} 

retreatment may be necessary earlier than four weeks. Do not re-treat more often than once every 

seven days. After flea control is attained, return to a monthly retreatment schedule. 

PRODUCT INFORMATION 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of dogs with [Product Name] kills fleas and may reduce the 

incidence of this condition. 

[Product Name] kills fleas on dogs within 12 hours. Reinfesting fleas are killed within 2 hours with 
protection against further flea infestation lasting for up to four weeks. Pre-existing pupae in the 
environment may continue to emerge for six weeks or longer depending upon the climatic conditions. 

[Product Name] is waterproof and remains effective following a shampoo treatment, swimming or 

after exposure to rain or sunlight. 

Monthly treatments are required for effective control and prevention of fleas. 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 
Pesticide Storage: Store in a cool, dry place inaccessible to children and pets. 

Pesticide Disposal and Container Handling: Non-refillable container. If empty: Do not reuse or 
refill this container. Place in trash or offer for recycling if available. If partly filled: Call your local 
solid waste agency for disposal instructions. Never place unused product down any indoor or 

outdoor drain. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD warrants that this material conforms to the 

chemical description on the label. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW, 
SHANGHAI NEWAY ANIMAL HEALTH CO., LTD MAKES NO OTHER EXPRESS OR 

IMPLIED WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 

FITNESS OR MERCHANTABILITY, and no agent of SHANGHAI NE WAY ANIMAL HEALTH 
CO., LTD is authorized to do so except in writing with a specific reference to this warranty. To the 

extent consistent with applicable law, any damages arising from a breach of this warranty shall be 

limited to direct damages and shall not include consequential commercial damages such as loss of 

profits or values, etc. 

7 
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NEOVE SPOT ON #00 I for Dogs 

{Label on Individual Tube} 

Neove Spot On #001 for Dogs 

9. 1 % lmidacloprid 

• 
Note: [Brackets indicate alternate language] 

and { indicates notes to reviewer} 

For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 4 to IO lbs (0.4 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 11- 20 lbs ( 1.0 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 21 - 55 lbs (2.5 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing over 55 lbs (4.0 ml) 

EPA Reg. No. 091090-XXX 

WARNING 

Keep Out of Reach of Children 
Read the Entire Label before Use 

[NEWAY] 

Lot No. 0000000 

8 
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NEOVE SPOT ON 11001 for Dogs Note: {Brackcrs indicarc altemarc language) 

and { indicates notes to reviewer} 

{Label on Blister Pack} 

Neove Spot 011 #001 for Dogl· 

9. I% lmidacloprid 

For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 4 to IO lbs (0 .4 ml) 

OR 
For Use Only o n Dogs and Puppies 7 Weeks or Older and Weighing 11- 20 lbs ( I .0 ml) 

OR 

For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 21 - 55 lbs (2.5 ml) 
OR 

For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing over 55 lbs (4.0 ml) 

EPA Reg. No. 091090-XXX 

WARNING 

Keep OuL of Reach of Children 

Read the Entire Label before Use 

[NEWAY] 

Lot No. 0000000 

[3][4][6][8] Tubes each 0 .014 fl. oz. (0.4 ml) OR 

[3][4][6][8] Tubes each 0 .034 fl. oz. (1.0 ml) OR 

[3][4][6][8] Tubes each 0.084 fl. oz. (2.5 ml) OR 

[3][4)[6][8] Tubes each 0.135 fl. oz. (4.0 ml) 

·! DONOT 

9 

USE ON 

CATS 
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Kumar, Rita 

From: 
Sent: 
To: 

Kumar, Rita 
Monday, March 28, 2016 2:46 PM 
Eagle, Venus 

Subject: 
Attachments: 

FW: PM review requested 091090-00003 D503658 new dog spot-on registration 
091090-00003 D503658 letter.docx; 091090-00003 D503658 label v2.pdf 

Importance: High 

Venus: here is a resend of this registration, with revised label. Hope this will be okay. 
Rita 

From: Kumar, Rita 
Sent: Monday, March 28, 2016 9:41 AM 
To: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: PM review requested 091090-00003 D503658 new dog spot-on registration 

Please see attached. PRIA date is tomorrow. 
Thanks, 
Rita 

16 



Kumar, Rita 

From: 

Sent: 
To: 

Janelle Kay <Janelle@PyxisRC.com> 
Sunday. March 27, 2016 11:25 PM 
Kumar, Rita 

-
s 

Subject: RE: Shanghai Neway (91090-G) Response to pre-decisional letter for pending 
application 

Attachments: 91090-G.20160326.Shanghai Neave Spot on label_revised (tracked).pdf; 91090-
G.20160326.Shanghai Neove Spot on label_revised (clean).pdf 

Rita, 

At tached is the tracked and clean versions of the label are attached. Let me know if you have any further questions or 
I 

changes. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 253-853-7369 
(F): 253-853-5516 
(E): Janelle@PyxisRC.com 

From: Kumar, Rita [mailto:Kumar.Rita@epa.gov] 
sent: Friday, March 25, 2016 8:44 AM 
To: Janelle Kay <Janelle@PyxisRC.com> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: RE: Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 
Importance: High 

Dear Janelle: Please see minor label comments below, refer to highlighted label for page numbers: 

1. Front Panel: Add a Master Label statement in a box on the front panel that reads something like this: "This 
master label includes label text for different size packages and application rates specific to the pet's age and 
body weight." 

2. Front Panel: Add a note to reviewer below product name, stating: 
• The word Dog will be at least 40-75% in height of the largest letter in the primary brand name. 
• A large clear picture of a dog in the respective weight range will be on the front panel of the label. 

3. On page 3, the First Aid box should be placed above Precautionary Statements. Also, under Notes in the First aid 
box, provide a phone number as contact for emergency medical treatment information. This may be the 
company's number or NPIC contact information. 

4. On page 4, under Hazards to Domestic Animals, delete "while rare" from the second sentence. Also indicate a 
panel (Back Panel?) on top of pages 4 and 5. 

5. On page 4, under Restrictions, the last bullet must indicate correct spelling for the word "cats". 

17 
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6. A batch code must appear on either the front panel or back panel. On page 6, How to Apply, we would like to 

see the visual depicting application to animal. Otherwise, clearly state in #3 that entire contents of the tube 
must be applied as spot between the shoulder blades. 

Submit revised labeling to me ASAP, preferably today, so that we can wrap up this registration on Monday. 
Regards, 
Rita 

From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Thursday, March 24, 2016 12:00 PM 
To: Kumar, Rita <Kumar.Rita@epa.gov> 
Subject: RE: Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 

Dear Rita, 

Please see attached. Fair disclosure: we inherited the application for registration from another consultant so the 
formatting was difficult to work with (as was tracking changes), but hopefully this will do the trick for you. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
(E}: Janelle@PyxisRC.com 

From: Kumar, Rita [mailto:Kumar.Rita@epa.gov] 
Sent: Thursday, March 24, 2016 6:07 AM 
To: Janelle Kay <Janelle@PyxisRC.com> 
Subject: RE: Shanghai Neway (91090-G} Response to pre-decisional letter for pending application 

Hi Janelle; can you please send me a highlighted copy of this revised label? Thanks, 
Rita 

From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Wednesday, March 23, 2016 8:07 PM 
To: Kumar, Rita <Kumar.Rita@epa.gov> 
Subject: Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 

Rita, 

Attached please find Shanghai Neway's response to the Agency's pre-decisional letter dated March 15, 2016 related to 
Neave Spot On #001 for Dogs (EPA File Symbol 91090-G). In sum, Shanghai Neway is accepting all of EPA's requested 
changes and believes it has complied in full with EPA's requested changes. However, if we have overlooked or 
misunderstood a request, please don't hesitate to contact me. Please let me know if this email submission is sufficient 
or if you would prefer we also submit a hard copy and/or through CDX. 

2 
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• • While Shanghai Neway has accepted the weight range change from 3.5 to 4 lb, we would like a copy of the safety review 
as we noticed that Bayer has 3.5 lb on its label. This could simply be a matter of data cited, but we would like the 
information to consider in case Shanghai Neway decided to submit an amendment to revise it to 3.5 lb at a later date. If 
you could send that at your convenience, that would be great. 

Let me know if you have any questions or additional changes on the pending application. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

3 
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Kumar, Rita 

From: 
Sent: 
To: 
Cc: 

Kumar, Rita 
Friday, March 25, 2016 11:44 AM 
'Janelle Kay' 
Eagle, Venus 

Subject: RE: Shanghai Neway (91090-G) Response to pre-decisional letter for pending 
application · 

Importance: High 

Dear Janelle: Please see minor label comments below, refer to highlighted label for page numbers: 

1. Front Panel: Add a Master Label statement in a box on the front panel that reads someth ing like this: "This 
master label includes label text for different size packages and application rates specific to the pet's age and 
body weight." 

2. Front Panel: Add a note to reviewer below product name, stating: 
• The word Dog will be at least 40-75% in height of the largest letter in the primary brand name. 
• A large clear picture of a dog in the respective weight range will be on the front panel of the label. 

3. On page 3, the First Aid box should be placed above Precautionary Statements. Also, under Notes in the First aid 
box, provide a phone number as contact for emergency medical treatment information. This may be the 
company's number or NPIC contact information. 

4. On page 4, under Hazards to Domestic Animals, delete "while rare" from the second sentence. Also indicate a 
panel (Back Panel?) on top of pages 4 and S. 

5. On page 4, under Restrictions, the last bullet must indicate correct spelling for the word "cats". 
6. A batch code must appear on either the front panel or back panel. On page 6, How to Apply, we would like to 

see the visual depicting application to animal. Otherwise, clearly state in #3 that entire contents of the tube 
must be applied as spot between the shoulder blades. 

Submit revised labeling to me ASAP, preferably today, so that we can wrap up this registration on Monday. 
Regards, 
Rita 

From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Thursday, March 24, 2016 12:00 PM 
To: Kumar, Rita <Kumar.Rita@epa.gov> 
Subject: RE: Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 

Dear Rita, 

Please see attached. Fair disclosure: we inherited the application for registration from another consultant so the 
formatting was difficult to work with (as was tracking changes), but hopefully this will do the trick for you. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 

1 

20 
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Gig Harbor, WA 98332 
{T): 1-253-853-7369 
(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

From: Kumar, Rita [mailto:Kumar.Rita@epa.gov] 
Sent: Thursday, March 24, 2016 6:07 AM 
To: Janelle Kay <Janelle@PyxisRC.com> 
Subject: RE: Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 

Hi Janel le; can you please send me a highlighted copy of this revised label? Thanks, 
Rita 

From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Wednesday, March 23, 2016 8:07 PM 
To: Kumar, Rita <Kumar.Rita@epa.gov> 
Subject: Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 

Rita, 

Attached please find Shanghai Neway's response to the Agency's pre-decisional letter dated March 15, 2016 related to 
Neave Spot On #001 for Dogs (EPA File Symbol 91090-G). In sum, Shanghai Neway is accepting all of EPA's requested 
changes and believes it has complied in full with EPA's requested changes. However, if we have overlooked or 
misunderstood a request, please don't hesitate to contact me. Please let me know if this email submission is sufficient 
or if you would prefer we also submit a hard copy and/or through CDX. 

While Shanghai Neway has accepted the weight range change from 3.5 to 4 lb, we would like a copy of the safety review 
as we noticed that Bayer has 3.5 lb on its label. This could simply be a matter of data cited, but we would like the 
information to consider in case Shanghai Neway decided to submit an amendment to revise it to 3.5 lb at a later date. If 
you could send that at your convenience, that would be great. 

Let me know if you have any questions or additional changes on the pending application. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
( F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

2 
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e 

NEWAY 

March 15, 2016 

To Whom It May Concern: 

RE: Letter of Authorization 

Dear Sir or Madam: 

Please let this letter serve to confirm that Pyxis Regulatory Consulting, Inc., and its employees listed 
below: · 

Janelle Kav Ann Tillman 
Michael Kellogg Leanne Pruett 
Jennifer Yentel Nicole O'Lough\in 

is authorized to act as agent for Shanghai Neway Animal Health Co., Ltd. (EPA Company Number 
91090), before the U.S. Environmental Protection Agency and state governmental agencies in all matters 
regarding our pesticide registration, Neave Spot On #001 (EPA File Symbol 91090-G), pursuant to the 
Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA "), 7 U.S.C. § 136 et seq. and state law. 

If you have any questions, please do not hesitate to contact me. 

Sincerely, 

~ 
Zane Liu 
President 

cc: Pyxis Regulatory Consulting, Inc. 

Shanghai Neway Animal Health Co., Ltd. 
Rm 509, 1438 Shan Xi Bei Rd, Shanghai, China, 200060 

Tel: 86 21 5187 7909 Fax: 86 21 6148 4508 
Website: www.newayphann.com.cn 



Kumar, Rita 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Rita, 

Janelle Kay <Janelle@PyxisRC.com> 

Wednesday, March 23, 2016 8:07 PM 

Kumar, Rita 

e 

Shanghai Neway (91090-G) Response to pre-decisional letter for pending application 
20160315 Revised LOA (Neway).jpg; 20160318 Agency matrix.pdf, 20160318 Neove 
Spot On #001 (91090-G) 8570-l_signed.pdf; 20160318 Public matrix.pdf; 20160323 

Cover letter_signed.pdf; 20160323 label certification.pdf; 91090-G.20160318.Shanghai 
Neove Spot on label_revised (clean).pdf 

Attached please find Shanghai Neway's response to the Agency's pre-decisional letter dated March 15, 2016 related to 
Neoye Spot On #001 for Dogs (EPA File Symbol 91090-G) . In sum, Shanghai Neway is accepting all of EPA's requested 

changes and believes it has complied in full with EPA' s req uested changes. However, if we have overlooked or 
misunderstood a request, please don't hesitate to contact me. Please let me know if this email submission is sufficient 
or if you would prefer we also submit a hard copy and/or through CDX. 

While Shanghai Neway has accepted the weight range change from 3.S to 4 lb, we wou ld like a copy of the safety review 

as we noticed that Bayer has 3.5 lb on its label. This could simply be a matter of data cited, but we would like the 
information to consider in case Shanghai Neway decided to submit an amendment to revise it to 3.5 lb at a later date. If 

you could send that at your convenience, that would be great. 

Let me know if you have any questions or additional changes on the pending application. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consu lting, Inc. 

4110 136th St. Ct. NW 

Gig Harbor, WA 98332 
(T): 1-253-853-7369 

(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

1 
23 
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PYXIS REGULATORY CONSUL TING, INC. 

4 110 136th St. Ct. NW 
Gig Harbor, WA 98332 

ELECTRONIC DELIVERY 

Venus Eagle/Rita Kumar (PM I) 
Documenl Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

RE: Shanghai Neway Animal Health Co., Ltd. 

March 23, 2016 

Neove Spot On #001 for Dogs (EPA File Symbol 91090-G) 
Response to EPA 's Lener Dated March 15, 2016 

Dear Ms. Eagle/Ms. Kumar, 

Phone: 253-853-7369 
Fax: 253-853-5516 

www.PyxisRC.com 

On behalf of Shangai Neway Animal Health Co., Ltd. (SNAH), we are submitting the following revised 
documents in response to EPA's letter dated March 15, 2016: 

I. Revised Application for Pesticide Registration (EPA Form 8570-1 ), Confidential Statement of 
Fonnula (CSF), and Data Matrix (Public and Agency Internal copies) listing the address of the U.S. 
agent for SNAH and lhe revised product name 

2. Revised label incorporating the label comments I isted by EPA in the March 15 , 2016 
Predecisional letter (clean version in PDF fonnat) 

3. Certification with Respect to Label Integrity 
4. Lener of Authorization from SNAH 

Please feel free to contact me by email at janelle@pyxisrc.com or by phone at (253)853-7369 if you have 
any questions concerning this submission or need any additional information. 

Sincerely, 

Janelle Kay 

Enclosures 

24 



Pf~• r1111d IMtrucdo- on ,ew,rae before com form. Fo .... AnnroveAMB No. ?n70-00Rt .. • .,..,,_ 2-28-95 

United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
l . Company/Product Number 2. EPA Product Manager 3. Proposed Clessification 

Shanghai Neway Animal Health Co., Ltd./91090-G V. Eagle 
r~ ] None D Reatncted 

4 . Company/Product (Name) PMI 

Neove Soot On #001 for Doqs 1 

5 . Name and Address of Applicant (Jnc/ud11 ZIP Codt1J 6 . Expedited Reveiw. In accordance with FIFRA Sec tion 31cll3) 
Sh anghai New ay Animal Health Co., lid. (bl(i l, my product is similar or identical in c omposition and labeling 
c/o Pyxis Regulatory Consulting Inc. to: 11556-117 (-119, -120, -122) 4110 136th St. Ct. NW EPA Reg . No. 
Gia Harbor. WA 98332 

D Ch11ck ff this is II new 11ddrt1ss p d t N Advantage 10 (20,55, 100) Topical SoitJ ro uc ame 

Section - II 

D Amendment· Explain belo w. LJ Final printed labels in repaonso to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too· Application. 

D Notificat ion • Explain below. D Other - Explain below . 

Explanation: Use edditionel pago(s) if necessary. (For section I end Section II.I 

Section - Ill 
1. Materiel Thia Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Typo of Contoiner 

~ Yos ~ Yes ~ 
Vos g~·· Plastic 

No No No Glass 

• Certification must If "Yes" No. per If "Yes" No. per Paper 
Uni t Packaging wgt. container Package wgt container Other !Specify) 

b6 submitttKI 0.4 mL - 4.0 mL 3,4,6, or 8 I 
3. Location of Net Contents lnlormetion 4. Size(s) Reteil Container S. Location of Label Directions 

[{j Label LJ Container 1.2 ml to 32.0 ml 
~ Onlabel 

On Lebollng accompanying product 

6 . Manner in Which Label is Attixed to Product lJ lithograph D Other 
Paper ~luod 
Stancied 

Section - IV 
1. Contact Point (Complote i tems directly bt1low for identifict1tion of individual to b• contacted, if necfl3Ssry, to process this application.} 

Name Title Telephone No. (Include Area Code) 

Jennifer Yentel Agent (253) 853-7369 

Certification 6. Data Application 

I certify that the statements I have mede on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowlinglly false or m isleading statement may be punishable by fine or imprisoM\Ont or (Stamped) 
bolh under applicable law. 

2. Signature • Di9~ally , ;gned by h n•II• K>y 3. Tide 

Olv»lwy \ ON: <n•Janelt~ Kay, oaPy,ais, ou, 
/ ematl..i.M1tJle-ofy,:i1AC.Ccm, c•US Agent r/ Dai., 20 16 03.23 1S:S6,S• -o1·ocr 

4. Typed Nama 5. Dete 

Janelle Kay March 18, 2016 
~~ 

£PA Form 8570-1 IR•v. 3-941 Previoua edit ions are obsolete. White · EPA F'ele Co,y Coriglnall Yelow · Applcant Copy 
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Form Approved 0MB No. 2070-0050 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the farm to this address. 

DATA MATRIX 

Date March 18, 2016 EPA Reg. No./File Symbol 91090-G I Page 1 of 4 
Applicanl's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co., Ltd. c/o Pyxis Regulatory Consulting, Inc. Neove Spot On #001 for Dogs 
4110 136th St. Ct. NW 
Giq Harbor, WA 98332 e 

lnaredient lmidacloorid fCAS No. 105827-78-9. Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Product Specific Data Requirements 

830.1550 Product Identity and Composition 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.1600 Description of Materials Used to Produce the 49621401 Shanghai Neway Animal OWN 
Product Health Co. 

830.1620 Description of Production Process Not required 1 

830. 1650 Description of Formulation Process 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.1670 Discussion of Formation of Impurities 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.1700 Preliminary Analysis Not Required 2 

830.1750 Certified Limits 49621401 Shanghai Neway Animal OWN 
Health Co. e 

830.1800 Enforcement Analytical Method 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.6302 Color 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.6303 Physical State 49621402 Shanghai Neway Animal OWN 
Health Co. 

Signature Name and Title Date 

~~~ '8 ,, .... (0(_ Jennifer Yentel, Agent Mar. 18, 2016 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, $.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date March 18, 2016 EPA Reg. No./File Symbol 91090-G I Page 2of 4 
Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co., Ltd. c/o Pyxis Regulatory Consulting, Inc. Neave Spot On #001 for Dogs 
411 0 136th St. Ct. NW 
Gig Harbor, WA 98332 -Ingredient lmidacloprid (CAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.6304 Odor 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.6313 Stability to Normal and Elevated Temperatures, Not Required3 

Metals, and Metal Ions 

830.6314 Oxidation/Reduction: Chemical Incompatibility Waiver 

830.6315 Flammability Waiver 

830.6316 Explodability Waiver 

830.6317 Storage Stability 49621403 Shanghai Neway Animal OWN 
Health Co. 

830.6319 Miscibility Not required4 

830.6320 Corrosion Characteristics 49621403 Shanghai Neway Animal OWN 
Health Co. 

830.6321 Dielectric Breakdown Voftaqe Not required5 

830.7000 pH 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.7050 UVNisible Absorption Not required6 

830.7100 Viscosity 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.7200 Melting Point/Melting Range Not required6 

Signature Name and Title Date 

~~~ i 1'--'t0L 
Jennifer Yentel, Agent Mar. 18, 2016 

EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date March 18, 2016 EPA Reg. No./File Symbol 91090-G [ Page 3of 4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co., Ltd. c/o Pyxis Regulatory Consulting, Inc. Neave Spot On #001 for Dogs 
4110 136th St. Ct. NW 
Giq Harbor, WA 98332 e 

Ingredient lmidacloprid (GAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.7220 Boiling Point/Boiling Range Not required 6 

830.7300 Density/Relative Density/Bulk Density 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.7370 Dissociation Constants in Water Not required6 

830.7520 Particle size, fiber length, diameter distribution Not required 

830.7550 Partition Coefficient (n-octanol/water), Shake Not required 6 

Flask Method 

830.7560 Partition Coefficient (n-octanol/water), See 830.7560 
Generator Column Method 

830.7570 Partition Coefficient (n-octanol/water), See 830.7560 
Estimation by Liquid Chromatography 

830.7840 Water Solubility: Column Elution Method; Not required 6 

Shake Flask Method e 
830.7860 Water Solubility, Generator Column Method See 830.7840 

830.7950 Vapor Pressure Not required6 

870.1100 Acute Oral Toxicity: Rat 43679601 OLD 

870.1200 Acute Dermal Toxicity: Rat 43679602 OLD 

870.1300 Acute Inhalation Toxicity: Rat 43679603 OLD Waiver 
Signature Name and Title Date 

1r~~ ~ 1-y(..,l_ Jennifer Yentel, Agent Mar. 18, 2016 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date March 18, 2016 EPA Reg. No.lFile Symbol 91090-G I Page 4of4 
Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co., Ltd. c/o Pyxis Regulatory Consulting, Inc. Neave Spot On #001 for Dogs 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 . 

lnaredient lmidaclocrid (CAS No. 105827-78-9, Chemical Code 129099\ 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

870.2400 Primary Eye Irritation: Rabbit 43679604 OLD 

870.2500 Primary Dermal Irritation 43679605 OLD 

870.2600 Dermal Sensitization 43679606 OLD 

870.7200 Companion Animal Safety 43679607 OLD 

43679608 OLD 

44099801 OLD 

44179801 OLD 

810.3300 Product Performance 43679609 OLD 

43679610 OLD 

44256901 OLD 

44256902 OLD e 
44256903 OLD 

Generic Data Reauirements 

Neove Spot On #001 qualifies far the Formulator's Exemption for imidacloprid 
generic data requirements. 
Signature Name and Title Date 

~~~ 'tf iy0L Jennifer Yentel, Agent Mar. 18, 2016 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Endnotes for Neove Spot On #001 

1 830.1620 - These data are not required for the registration of an end-use product. See 830.1650 for 
formulation process information. 

2 830.1700 - This product does not consist solely of the technical grade active ingredient (TGAl) and is 
not produced by an integrated system, therefore, per OPPTS 830.1700, these data are not required. 

3 830.6313 - These data are not required for registration of an end-use product. 

4 830.6319 - This data requirement is required when the product is an ernulsifiable liquid and to be diluted 
with petroleum solvents. Neave Spot On #001 is not an emulsifiable liquid to be diluted with petroleum 
solvents and therefore this data requirement is not applicable. 

5 830.6321 - This product is not proposed for use around electrical equipment. Therefore, these data are 
not applicable. 

6 830.7050, 830.7200, 830.7220, 830.7370, 830.7550-7570, 830.7840-7860, 830.7950 - These data are 
not required for registration of an end-use product. 

Page 1 of 1 



Certification with Respect to Label Integrity 
version: 9111/02 

I certify that the information (including , but not limited to, text, tables, and graphics) 
contained in the electronic file identified below by file name and submitted with this 
certification is the same information as that on the paper copies of these documents 
included with this submission. 

IPROPOSED LABEL -

Date Submitted 
EPA Registration# to EPA Electronic file name 

91090-G.20160318.Shanghai Neove Spot on 
91090-G March 23, 2016 label_revised (clean) 

I certify that the statements that I have made on this form are true, accurate, and 
complete. I acknowledge that any knowingly false or misleading statements may be 
punishable by fine or imprisonment or both under applicable law. 

Signature 

Janelle Kay 
Name (typed) 

Agent 
Title 

March 23, 201 6 
Date 

31 
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NEOVE SPOT ON #001 for Dogs Note: [Brackets indicate altemale language] 

MASTER LABEL 

[Front Panel] 

Neove Spot On #001 for Dogs 
For the Prevention and Treatment of Flea and Lice Infestations on Dogs 

Alternate Brand Names 

ImidaCare for Dogs [ & or Puppies] 

ImidaStar for Dogs [& or Puppies] 

Petlmida for Dogs [& or Puppies] 

Once a Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 4 to JO lbs (0.4 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs (1.0 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs (2.5 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs (4.0 ml tube) 

I Picture ofa dog in the weight range for the product as packaged] 

READ THE ENTIRE LABEL BEFORE EACH USE 
• [One treatment prevents further flea infestation for at least four weeks] 

• [Kills fleas on dogs within 12 hours] 

• [Kills fleas before they lay eggs] 

• [Convenient, easy to apply] 

• [Kills [biting, chewing] I ice] 

• [For treatment and prevention of [biting, chewing] lice [infestations]] 

• [Controls existing [biting, chewing] lice infestations J 
• [Dual protection (against fleas and lice)] 

• [Treats, prevents and controls [biting, chewing] lice [infestations]] 

• [Provides effective control of [biting, chewing] lice [infestations]] 

• [Kills [biting, chewing] lice and prevents further infestations] 

• [For treatment and prevention of infestations with [biting, chewing] lice] 

• [Waterproof] 

• [Fragrance free] 

Active Ingredient Content(% By Weight) 
Imidacloprid [CAS 13 8261-41-3 J 
Other Ingredients 

Total 

9.1 
90.9 

100.0 
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NEOVESPOT ON 11001 for Dogs 

[Front Panel, cont.] 
Note: l13rackcts indicmc alternate language] 

EPA Est. No. 091090-XXX-X EPA Reg. No. 091090 -XXX 

NET CONTENTS: [3)(4)(6)(8) Tubes each 0.014 0. oz. (0.4 ml) OR 
NET CONTENTS: [31(4)16)18) Tubes each 0.034 n. oz. (1.0 ml) OR 
NET CONTENTS: [31(41[6]181 Tubes each 0.084 fl. oz. (2.5 ml) OR 

NET CONTENTS: 131141161181 Tubes each 0.135 fl. oz. (4.0 ml) 

KEEP OUT OF REACH OF CHILDREN 
WARNING 

See Back Panel for First Aid and Precautionary Statements. 

• for Directions for Use & Storage and Disposal (instructions), see supplemental labeling inside . 

[Note to reviewer: cat icon will appear on the lower right hand corner of the front 
panel] 

Icon size 1.5cm x 1.5cm 
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NEOVE SPOT ON #00 I for Dogs 

[ Back Panel] 

Note: [Brackets indicate alternate language] 

Once a Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 4 to 10 lbs (0.4 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs (1.0 ml tube) 
OR 

For Use only on Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs (2.5 ml tube) 
OR 

For Use only on Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs (4.0 ml tube) 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS 

WARNING Causes substantial but temporary eye injury. Do not get in eyes or on clothing. Harmful 
if swallowed. Do not get in eyes or on clothing. Avoid contact with skin. Wash hands thoroughly with 

soap and warm water after handling and before eating, drinking, chewing gum, using tobacco, or 

using the toilet. Keep out of reach of children. Do not contaminate feed or food. 

FIRST AID 

If in Eyes 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice 

If Swallowed 
• Call a poison control center or doctor immediately for treatment advice 

• Have person sip a glass of water if able to swallow 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by mouth to an unconscious person 

If on Skin or 

Clothing 
• Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 

- 20 minutes. Call a poison control center or doctor for treatment advice. 

NOTES 

To Customer: Have the product container or label with you when calling a poison control center or 

doctor or going for treatment. 

To Physician: Treat the patient symptomatically. 

HAZARDS TO DOMESTIC ANIMALS 

For External Use Only Do not use on puppies under seven weeks of age or weighing less than the 

3 
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NEOVE SPOT ON #001 for Dogs Note: [Brackets indicate alternate language] 

labeled bodyweight. As with any product, consult your veterinarian before using this product on 

debilitated, aged, pregnant or nursing dogs. Individual sensitivities, while rare, may occur after using 

ANY pesticide product for pets. If signs persist, or become more severe, consult a veterinarian 

immediately. If your animal is on medication, consult your veterinarian before using this or any other 

product. 

RESTRICTIONS 
Use only on dogs 7 weeks and older and weighing 4 - 10 lbs (0.4 ml tube) 

OR 

Use only on dogs 7 weeks and older and weighing 11 - 20 lbs (1.0 ml tube) 

OR 

Use only on dogs 7 weeks and older and weighing 21 - 55 lbs (2.5 ml tube) 

OR 

Use only on dogs 7 weeks and older and weighing Over 55 lbs (4.0 ml tube) 

Do not use on animals other than dogs. 

Do not apply to puppies or dogs under 7 weeks of age and weighing less than the labeled bodyweight. 

Do not apply more than one tube per treatment. 

Do not have contact or allow children to have contact with treated area until completely dry. 

Do allow the product in the dog's eyes. 

• Do not allow children to apply this product. 

• Do not allow your dog to ingest this product. 

• Do not reapply for 4 weeks. 

• Use entire contents of tube on each dog. Do not split one tube between two dogs. 

• Weigh your dog to be sure you are applying the right dose fonnulated for the weight of your dog. 

• Separate the treated dog from all other dogs and cates for 24 hours after product has been applied. 

I Note to reviewer: this box will be located on the lower right hand corner of the back panel] 
Side Effects Monitor your dog after application. Side effects may include signs of skin irritation 

such as redness, scratching or other signs of discomfort. Gastrointestinal signs such as vomiting or 

diarrhea have also been reported. If these or other side effects (such as lethargy) occur, consult your 

veterinarian. 

[Note to reviewer: this box will be located on the lower right hand corner of the back panel, 

below the Side Effects box] DO NOT USE ON CATS Keep cats away from treated dogs for 24 

hours. If applied to a cat or ingested by a cat, contact your veterinarian. 

4 
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NEOYE SPOT ON #00 I for Dogs Note: [Brackets indicate alternate language] 

Manufactured For 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD 

Rm509, 1438 Shang Xi Bei Rd, Shanghai 200060, China 

[Made in China] 
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NEOYE SPOT ON #00 l for Dogs 

[ Back Panel and/or Insert] 

Note: [Brackets indicate alternate language I 

Once a Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 4 to 10 lbs (0.4 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs (1.0 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs (2.5 ml tube) 
OR 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs (4.0 ml tube) 

DIRECTIONS FOR USE 

READ THE ENTIRE LABEL BEFORE EACH USE 

For the Prevention and Treatment of Flea and Lice Infestations [ on Dogs] 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

HOW TO OPEN BLISTER PACK 
I. Snap off one section of the blister card along the tube segment line. 
2. Use scissors to cut across the top of the section as show. Or use scissors to open by cutting 

carefully into the blister cavity across the small side, close to the cap of the tube. 

!visuals depicting how to open blister pac~ 

3. Peel off the foil, and take out the tube. 
4. Repeat steps I to 3 for each tube. 

HOW TO APPLY 
I. Remove one applicator tube from the package. See "HOW TO OPEN BUSTER PACK" 

2. Hold applicator tube in an upright position facing away from you and your dog's face and eyes. 

Screw the cap off tube. 
3. The dog should be standing for easy application. Part the hair on the dog's back, between the 

shoulder blades, until the skin is visible. Place the tip of the tube on the skin and squeeze the tube 

to expel the entire contents directly on the skin. Do not get this product in your dog's eyes or allow 

your dog to ingest this product. Do not allow the product to run off. 

!visuals depicting Application to Animall 

4. Discard empty tube as described in the Storage and Disposal section. 
5. Under normal conditions the product is effective for a month. For severe flea infestation, 

retreatment may be necessary earlier than four weeks. Do not re-treat more often than once every 

seven days. After flea control is attained, return to a monthly retreatment schedule. 
6 
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NEOYE SPOT ON #00 l for Dogs Note: [Brackets indicate alternate language] 

PRODUCT INFORMATION 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of dogs with [Product Name] kills fleas and may reduce the 

incidence of this condition. 

[Product Name] kills fleas on dogs within 12 hours. Reinfesting fleas are killed within 2 hours with 

protection against further flea infestation lasting for up to four weeks. Pre-existing pupae in the 

environment may continue to emerge for six weeks or longer depending upon the climatic conditions. 

[Product Name] is waterproof and remains effective following a shampoo treatment, swimming or 

after exposure to rain or sunlight. 

Monthly treatments are required for effective control and prevention of fleas. 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

Pesticide Storage: Store in a cool, dry place inaccessible to children and pets. 
Pesticide Disposal and Container Handling: Non-refillable container. If empty: Do not reuse or 
refill this container. Place in trash or offer for recycling if available. If partly filled: Call your local 
solid waste agency for disposal instructions. Never place unused product down any indoor or 
outdoor drain. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD warrants that this material conforms to the 
chemical description on the label. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW, 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD MAKES NO OTHER EXPRESS OR 

IMPLIED WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 

FITNESS OR MERCHANTABILITY, and no agent of SHANGHAI NEWAY ANIMAL HEALTH 
CO., LTD is authorized to do so except in writing with a specific reference to this warranty. To the 
extent consistent with applicable law, any damages arising from a breach of this warranty shall be 

limited to direct damages and shall not include consequential commercial damages such as loss of 

profits or values, etc. 

7 
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NEOVE SPOT ON #001 for Dogs Note: !Brackets indicate alternate language] 

[Label on Individual Tube] 

[Neove Spot On #001 for Dogs] 

9. 1 % lmidacloprid 

For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 4 to IO lbs (0.4 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing l 1- 20 lbs ( 1.0 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 21 - 55 lbs (2.5 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing over 55 lbs ( 4.0 ml) 

EPA Reg. No. 091090-XXX 

WARNING 

Keep Out of Reach of Children 
Read the Entire Label before Use 

[NEWAY] 

Lot No. 0000000 
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NEOVE SPOT ON #00 I for Dogs Note: [Brackets indicate alternate language] 

[Label on Blister Pack] 

{Neove Spot On #001 for Dogs/ 

9.1 % lmidacloprid 

For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 4 to IO lbs (0.4 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 11- 20 lbs (1.0 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing 21 - 55 lbs (2.5 ml) 

OR 
For Use Only on Dogs and Puppies 7 Weeks or Older and Weighing over 55 lbs (4.0 ml) 

EPA Reg. No. 091090-XXX 

WARNING 

Keep Out of Reach of Children 
Read the Entire Label before Use 

[NEWAY] 

Lot No. 0000000 

[3][4][6][8] Tubes each 0.014 fl. oz. (0.4 ml) OR 

[3][4][6][8] Tubes each 0.034 fl. oz. (1.0 ml) OR 

[3][4][6][8] Tubes each 0.084 fl. oz. (2.5 ml) OR 
[3][ 4][6][8] Tubes each 0.135 fl. oz. ( 4.0 ml) 

9 



Kumar, Rita 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Importance: 

Kumar, Ri ta 
Tuesday, March 15, 2016 11:18 AM 
'Janelle Kay' 
Eagle, Venus 
Pre-decisional letter for pending application 91090-G 
i mage2016-03-15-111649.pdf 

High 

Dear Janelle: Please see attached pre-decisional letter for this pending application, and submit revised label, CSF, 
application form, and data matrix. 

Let me know if you have any questions. 
Regards, 
Rita 

1 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Washington, D.C. 20460 

MAR 1 5 2016 

Shanghai Neway Animal Health Co., Ltd 
Rm 509, 1438 Shan Xi Bei Road 
Shanghai, China 

Authorized U. S. Agent: Janelle Kay 
Pyxis regulatory Consulting, Inc. 
41 IO 136th St. Ct. NW 
Gig Harbor, WA 98332 

OFFICE OF 
CHEMICAL SAFETY AND 

POLLUTION PREVENTION 

Subject: PRIA Predecisional letter - New product registration 
Product Name: Neove Spot On #001 
EPA File Symbol: 91090-G 
Decision Number: 503658 

Dear Ms. Kay: 

The Agency has completed its review and assessment of your application pursuant to Section 
33(b)(3) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) as amended by the Pesticide 
Registration Improvement Extension Act of 2012. The Agency has made a pre-decisional determination 
that your application cannot be approved unless revisions are made to the draft label dated March 2, 2015. 
The necessary label changes are specified on the attached document. 

Since there is limited time before the PRIA Decision Due Date expires, it is important to discuss 
any objections you have to these changes immediately and whether you will need to submit additional 
data for review. If these discussions determine that submitting data will be necessary, the PRIA decision 
due date may need to be renegotiated to allow sufficient time to address and resolve such differences. If 
the PRIA Decision Due Date is not renegotiated, and the label issues are not resolved before the PRIA 
Decision Due Date, the Agency will send a follow-up letter that will represent the Agency's decision to 
close out the PRIA decision review time. The follow-up letter will provide the following three options for 
continuing the review of the application: 

a. You agree to all of the terms associated with the draft accepted label as revised by the Agency 
and requests that it be issued as the accepted final Agency-stamped label; or 

b. You do not agree to one or more of the terms of the draft accepted label as revised by the 
Agency and requests additional time to resolve the difference(s); or 

c. You withdraw the application without prejudice for subsequent resubmission, but forfeits the 
associated registration service fee. 



_,. 

2 

If you inform EPA that you have concerns as described under (b) above, you will have up to 30 calendar 
days from the date of that follow-up letter to reach agreement with the Agency on the final version ·of the 
label that the Agency will accept. If an agreement cannot be reached within those 30 days, EPA would 
intend to proceed with denial of the application. 

If you agree to all of the terms of the accepted label as described in (a) above, or if you and EPA resolve 
any differences as described in (b), you must submit a revised label to EPA. EPA will then provide an 
accepted final Agency stamped label to you within 2 business days following your written electronic 
confirmation of agreement to the Agency including the revised label to be stamped. 

I 

If you have any questions, please contact Rita Kumar at kumar.rita@epa.gov or (703) 308-8291. 

Attachment ( 1) 

Venus Eagle, Product ager O 1 
Invertebrate and Vertebrate Branch 3 
Registration Division (7505P) 
Office of Pesticide Programs, 

43 



44

• 
Attachment for Predecisional letter for 91090-G 

Label Comments for 91090-G (Neove Spot-On #001) 

• 
1. Per the implementation of label changes to pet spot on products issued in 2011, the word 

Dog must be included as part of the product's brand name with a font size at least 75% the 

height of the largest letter in the primary brand name. Please change primary brand name 

of this product accordingly. 

2. Indicate intended use(s) on the front panel, below product name. 

3. Across the board, change minimum weight of dog/puppy from 3.5 lbs to 4 lbs. Cited 

companion animal safety studies do not support a minimum weight of 3.5 pounds. 

4. All cat icons must be in yellow and black color, and appear in lower right hand corner on 

the front panel in compliance with 2011 pet spot on mitigation letter sent to all registrants 

of such products. 

5. Since you have different sizes for the same product under one registration number, you 

must indicate tube (package) size in milliliters within() next to each body weight range, on 

the front panel (page 1) and elsewhere on the label. 

6. On the front panel, provide Net Contents in terms of number of tubes per pack with fl.oz. 

(ml) for each size tube. 

7. On page 6, place the Storage and Disposal statement inside a solid line box for clarity and 

consistency. 

8. Delete the claim "Larval flea stages are killed in the dog's surroundings following contact 

with treated dog." Efficacy data is required to support this claim. We have also asked 

' Bayer (registrant for the cited product) to remove this claim from similar labels, unless data 

is provided and found to be acceptable upon review. 

9. On page 4, revise Restrictions as indicated below: 

a. In the first bullet, revise minimum weight to 4 lbs, and correlate package (tube) size to 

each weight range 

b. Revise the second bullet to read as: Do not use on animals other than dogs" 

c. Revise the third bullet to read as: "Do not apply to puppies or dogs under 7 weeks of 

age and weighing less than the labeled body weight" 

d. Add the following restrictions: 

• Do not allow children to apply this product 

• Do not allow your dog to ingest this product 

• Do not reapply for 4 weeks 

• Use entire contents of tube on each dog. Do not split one tube between two 

dogs. 

• Weigh your dog to be sure you are applying the right dose formulated for the 

weight of your dog 

• Separate the treated dog from all other dogs and cats for 24 hours after 

product has been applied 

10. On page 4, the Side Effects paragraph must be placed within a solid line box. Delete 

"although very rare" from the second sentence, this is a heightened safety claim. Side 

Effects box must be located on the cat prohibition icon on the lower right side of back 

panel. 
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11. On page 5, Move the title Directions for Use above "read the entire label before each use". 

The title Directions for Use must be in larger font and more prominent, to make it clear to 

user that everything that follows falls under this heading. 

12. On page 6, place the Storage and Disposal statement inside a solid line box. 

13. On page 6, revise the statement "Monthly treatments are required for optimal control and 

prevention of fleas" to read as: "Monthly treatments are required for effective control and 

prevention of fleas". 

14. Per the implementation of label changes to pet spot on products in 2011: 

a. The Front Panel is to have a large clear picture of a dog in the weight range for the 

product as packaged; 

b. The Back Panel: Place the box labeled "Side Effects" at the lower right hand corner of 

the back panel. 
15. On page 7, label for individual tube must indicate dog's min age and weight range in 

relationship to tube size. 

16. Add another page indicating labeling for the Blister pack. Also indicate the number of tubes 

per blister pack. 
17. Add U.S. address of applicant or their agent on the application form (8570-1), data matrix, 

and confidential statement of formula .(CSF). 
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NEWAY 

19 May 2015 

Document Processing Desk (COADR) 
Office of Pesticide Programs (7504P) · 
U.S. Environmental Protection Agericy 
Room S-4900, One Potomac Yard 
2777 S. Crystal Drive 

. Arlington, ·v A 22202 

To Whom It May Concern: 

RE: Lener of Authorization 

e 

., 
Please let this lener serve to notify you that Pyxis Regulatory Consulting, Inc. is authorized 
to represent Shanghai Neway Animal Health Co., Ltd. (E~A Company Number 91090) 
before the US Environmental Protection Agency in all matters regarding our Neove Spot 
On #001 (EPA File Symbol or Registration Number: 91090-G) producing establishment 
registration, registrations and applications for registrations pursuant to the Federal 
Insecticide, Fungicide and Rodenticide Act (FlFRA), 7 USC Sectic;>n 136 et seq. 

If you have any questions, please do not hesitate to contact me. 

Sincerely, 

Zane Liu 
President 

cc: Janelle Kay; Pyxis Regulatory. Consulting, Inc. 

Shanghai Neway Animal Health Co., Ltd. 
Rm 509, 1438 Shan Xi Bei Rd. Shanghai. China. 200060 

Tel: 86 21 5187 7909 Fax: 86 21 6148 4508 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

MEMORANDUM: 

To: Rita Kumar 

From: Eric Bohnenblust, Ph.D., Entomologist 

Secondary Review: Kevin Sweeney, Senior Entomologist 

Date: January 19, 2016 

OFl'ICEOF 
CHEMICAL SAFETY AND · 

POLLUTION PREVENTION 

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD (DER) 

THIS DER DOES NOT CONTAIN CONFIDENTIAL BUSINESS INFORMATION 

Note: MRIDs found to be unacceptable to suppon label claims should be removed from the data matrix. 

DP barcode: 428232 
Decision no.: 503658 
Submission no: 96741 1 
Action code: R3 I 5 
Product Name: Neove Spot On #00 I 
EPA Reg. No or File Symbol: 91090-G 

· Formulation Type: Spot-O n 
Ingredients statement from the label with PC codes included: 
lmidacloprid 9.10% PC : 129099 
Application rate(s) of product and each active ingredient (lbs. or gallons/1000 square feet or per acre as 
appropriate; and g/m2 or mg/cnt1 or mg/kg body weight as appropriate): 
For dogs weighing 1.36 to 4.54 kg: 0.01 4 fl. oz product (96.6 • 322.4 mg product/kg body weight; 8.8 - 29.4 mg 
imidacloprid/kg body weight) . 
For dogs weighing 5 to 9.09 kg: 0 .034 fl. oz produc t (120.6 - 219.2 mg product/kg body weight; 11 - 19.98 mg 
imidaclopridfkg body weight) 
For dogs weighing 9.54 to 25 kg: 0 .085 fl. oz. product (109.6 -287.2 mg product/kg body weight; 10- 26.2 mg 
imidacloprid/kg body weight) 
For dogs weighing over 25 kg: 0.135 fl. oz. product (80.38 - 174.66 mg product/kg body we ight; 7.3 - 15.9 mg 
imidacloprid/kg body weight [note the lower dose range (7.3 mg imidacloprid for this weight class is based on a 
54.54 kg dog which is not reflected o n the label)] 
Use Patterns: Monthly topical treatment for dogs to kill fleas and lice 

I. Action Requested: The registrant requests review of five studies to suppon efficacy claims against fleas and I ice 
for a dog spot-on product containing Imidacloprid. · 

I 

II. Background: The Agency reviewed the the five submitted MRIDs for several other products (most recent DP 
428 138) and the reviews below are take n from the previous re.views. 

Ill. MRID Summary: 
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43679609. Efficacy Evaluation of Bayt 7391 (Imidacloprid) 10% Solution Applied Dermally for Control of 
Fleas on Dogs. 

(I) GLP 

(2) To test for efficacy against fleas, a 10% imidacloprid spot-on product was applied to dogs at the following rates 
0, 3.75 mg, 7.5 mg, and 10.0 mg imidacloprid/kg body weight. Dogs were infested with fleas on days -1, 6, 13, 20, 
27, and 33. Fleas were visually counted on days!, 7, 14, 21, and 28, and on day 34 fleas were combed out of the fur 
and counted. 

(3) Results: All imidacloprid treatments killed over 90% of fleas through 34 days post application. Flea survival on 
control animals was adequate to evaluate efficacy of the imidacloprid treatment. 

(4) Conclusion: Acceptable. This study supports efficacy claims of kills fleas for up to 34 days (or up to I month) 
at a rate of3.75 mg imidacloprid/kg body weight for a spot-on product. 

43679610. Efficacy Confirmation of NTN 33893 (Imidacloprid) Solution Applied Dermally for Control of 
Fleas on Dogs. 

(!) non-GLP 

(2) Methods: Thirty-seven adult dogs of various breed and hair lengths were initially selected for the study. On day 
-2, all 37 dogs were infeste.d with 100 unfed adult fleas. Fleas were combed out, counted, and removed on day -1. 
Thirty dogs (18 female, 12 male) were chosen to participate in the study.on day -I based on their attractiveness to 
fleas. Ten dogs were treated with 8.5 mg imidacloprid/kg body weight (8.5% imidacloprid product at 0.1 mL/kg 
body weight), ten were treated with 10 mg imidacloprid/kg body weight (5.0% imidacloprid product at 0.2 mL/kg 
body weight) and ten dogs were treated with a placebo control. All treatments were applied directly to the skin. 
Dogs were infested with 100 adult fleas each on days 6, 13, 20, 27, and 34 (note that the study does not indicate that 
fleas were inoculated on day -1 or 0). Fleas were counted visually on days I, 7, 14, 21, and 28, and were combed out 
and counted on days 35 and 42. 

(3) Results: Both imidacloprid treatments killed over 90% of fleas through 35 days post treatment. Flea numbers in 
the control treatment were adequate to evaluate efficacy. Note that the number of fleas per animal was counted on 
day I, but the study does not indicate that animals were inoculated with fleas after the comb out on day - I but before 
this count. However, 494 total fleas were present on the control animals (49.4 fleas per dog) on day I indicating that 
fleas were inoculated before the day I count. 

(4) Conclusion: Partially Acceptable. This study supports claims of kills fleas for up to 35 days(! month) post 
application at a dose of 8.5 mg imidacloprid/kg body weight. 

44256901. Comparative Evaluation of How Quickly Advantage and Frontline (Fipronil) Top Spot Kill Fleas 
on Dogs. 

(!) GLP 

(2) Methods: Thirty dogs were divided into three groups of ten, and dogs in each group received one of the 
following treatments, 9.1% imidacloprid per label instructions (see table I below), 9.7% fipronil per label 

· instructions (see table 2 below), or a placebo control. Dogs were subsequently split into 5 subgroups of two within 
each treatment. Assuming the formulation density of the proposed product is similar to that of the tested product the 
rate of imidacloprid tested in the study is the same as the rate on the proposed product. Note the the mean dose 
tested is 16.75 mg imidacloprid/kg body weight (range of doses tested is approximately 10.9 - 24 mg 
imidacloprid/kg body weight) if the density assumption is correct. Dogs were infested with 100 adult cat fleas on 
days -1, 6, 13, 20, and 27. On day 0, fleas were evaluated as live, moribund, or dead on different subgroups oftw~ 
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dogs from each treatment at each of 2, 4, 8, 12, and 24 h post treatment, and on days 6, 13, 20, and 27 flea 
evaluations were performed in the same way at the same time intervals post infestation. Live and moribund fleas 
were collected and held in a separate container for 24 hours to assess mortality. 

Table l. lmidacloprid dosing instructions. 

Dog Size . . , .. . . . . Dose . 

10 lb and under 0.4 mL 

11 - 20 lbs 1.0 mL 

21 • 55 lbs. 2.5 mL 

Over 55 lbs. 4,0 mL 

Table 2. Fipronil dosing instructions. 

Dog Size 

up to 22 lbs. 

23 • 44 lbs. 

45 • 88 lbs. 

... .Dose. _ 

..0 .. 67 ml 

. ... 1.34 ml 

2.68 ml 

(3) Results: Mortality of fleas exposed to the imidacloprid treatment on dogs for 8 hours or more was over 90% on 
all evaluation dates except on day O and 27. On day 0, mortality of fleas exposed to imidacloprid for 8 hours was 
89%, and on day 27 mortality of fleas exposed for 12 hours was 81.5%. However on day 27, mortality of fleas 

. exposed to imidacloprid for 4 hours hours was 98% and the lower control at 12 hours was the result of increased 
survival on l of the 2 dogs evaluated at 12 hours post infestation. Mortality of fleas exposed to imidacloprid on 
treated dogs for less than 4 hours did not consistently reach 90% across evaluation dates and replication at each 
evaluation time point is not adequate for statistical significance. Mortality of fleas exposed to fipronil treated dogs 
for 8 hours or more was over 90% on all evaluation dates; however, flea mortality when exposed for 2 or 4 hours did 
not consistently reach 90% across evaluation dates. 

(4) Conclusion: Partially Acceptable. This study supports claims of kills fleas at the label rate of 16.75 mg 
imidacloprid/kg body weight for the proposed imidacloprid product because acceptable efficacy was consistently 
found on at least 6 dogs (the combined sample size of groups with fleas exposed for over 8 hours). However, this 
study does not support "speed of kill" claims because the sample size of dogs evaluated at each time point (2) was 
not adequate to show statistical significance of the treatment at any time point. In addition, statistical analyses were 
not performed. To support "speed of kill" claims, the Agency requires mortality in the treated group to be 
significantly different from mortality in the control group at the desired time point after statistical analysis. 

44256902. lmidacloprid Topical Formulation ~arvacidal Effect Against Ctenocephalidesfelis in the 
Surroundings of Treated Dogs. 

(I) non-GLP 

(2) Methods/Results: This l\1RID contains two studies, one which used only four dogs for testing, and a second 
study which used seven dogs split into two groups. Because neither study was adequately replicated, this study was 
not evaluated further. 
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(3) Conclusion: Unacceptable. Neither study in this MRID was replicated adequately. The Agency recommends a 
minimum of six animals per treatment group for sufficient replication and statistical power. 

4426903. Evaluation of the Effects of Shampooing or Water Immersion on the Initial and Residual Efficacy of 
Advantage for Flea Control on Dogs. 

(I) GLP 

(2) Methods: Twenty four dogs were divided into three groups. Two groups (I, 2) were treated with a 9.1 % 
imidacloprid spot-on product (Group I: dose range: I 1.0-25.5 mg imidacloprid/kg body weight, Average dose: 16.1 
mg imidacloprid/kg body weight; Group 2: Dose range: 11.4-17.8 mg imidacloprid/kg body weight, Average dose: 
14.5 mg imidacloprid/kg body weight) and group 3 served as the untreated control group. Dogs were infested with 
100 adult fleas on days -1, 6, 13, 20, 27, and 34. Live fleas were counted and removed from the dog on days I, 7, 14, 
21, 28, and 35. On day 4, all dogs in group I and 4 dogs from group 3 were shampooed and rinsed, and all dogs in 
group 2 and 4 dogs from group 3 were immersed in a tank of water for one minute. During the one minute 
immersion period, the study staff dunked the dogs heads under watei- three times. All dogs immersed in water on day 
4 were also immersed in the same manner on days 11, 18, 25 and 32. 

• 
(3) Results: Over 90% mortality of fleas on dogs in group I was observed through day 28. On day 35, flea 
mortality only reached 65.5% on dogs in group 1. Mortality Of fleas on dogs in group 2 was over 90% through 14 
days post treatment, 89. 7% on day 21, 88.8% on day 28, and 78.7% on day 35. · 

(4) Conclusion: Partially Acceptable. This study supports claims of kills fleas at the dose rate of 16.1 mg 
imidacloprid/kg body weight because efficacy in group 1 was over 90% through 28 days post application. This study 
does not support claims of" water resistant" or "effective after bathing/shampooing" because the tests for these 
claims need to be more rigorous. For the "water resistant" and shampooing/bathing related claims, the Agency 
requires a test that includes shampooing animals and then rinsing for 5 minutes. 

IV. EXECUTIVE DATA SUMMARY: 

(A) The submitted data support efficacy claims of kills fleas at a minimum rate of 3.75 mg imidacloprid/kg body 
weight for the proposed product. 

The submitted data also do not support claims of"water resistant" or "speed of kill" types of claims for the proposed 
product. 

V. LABEL RECOMMENDATIONS: 

(I) Make the following changes to the Directions for Use: 

On page 7 under Product Information: 
The first paragraph should be changed to read: "Feeding activity of fleas on dogs may elicit a hypersensitivity skin 
disorder known as flea allergy dermatitis (FAD). Treatment of dogs with [product name J kills fleas which may 
cause this condition." 

Delete the second paragraph: "[Product name] kills fleas on dogs .. depending on climatic conditions." 

Modify the third paragraph to read: "Larval flea stages are killed following contact with [product name] treated 
dogs." 

Delete the fourth paragraph: "[Product name] is waterproof. .. rain or sunlight." 
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The fifth paragraph regarding "Monthly treatments are required for optimal control and prevention of fleas." is 
acceptable as written. 

(2) The following marketing claims are acceptable, note claims followed with an asterisk are modified from those 
found on the current label: 
Kills fleas 
One treatment prevents further flea infestation for at least four weeks 
Kills [biting, chewing] lice 
For treatment and prevention of[biting, chewing] lice [infestations] 
Controls existing [biting, chewing] lice infestations . 
*Dual protection against fleas and lice 
Treats, prevents and controls [biting, chewing] lice [infestations] 
Provides effective control of [biting, chewing] lice [infestations] 
Kills [biting, chewing] lice and prevellts further infestations 
For treatment and prevention of infestations with [biting, chewing] lice 

(3) The following marketing claims are unacceptable: 
Kills fleas on dogs within 12 hours 
Kills fleas before they lay eggs 

(4) The following MRIDs should be removed_from the data matrix, because they are classified as "unacceptable" to 
support the product: 44256902 

(5) Note to PM/Reviewer: Although MRID 43679609 shows efficacy ofimidacloprid rates of3.75 and 7.5 mg 
imidacloprid/kg body weight, for consistent dosing across weight classes, we suggest adding another weight class 
and application volume to the label because the dosing in the over 25 kg weight class is lower for large dogs ( over 
80-85 lb) than the other weight classes. In addition the submitted studies did not test the spot-on product on large 
dogs, so we do not know how the application volume will affect efficacy on large dogs. The weight classes below 
would be appropriate: 
56 - 80 or 85 lb dogs at the 0.135 fl. oz. (4 ml) volume 
80 or 85 lb dogs and over at a higher volume 
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Kumar, Rita 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Rita, 

Janelle Kay <Janelle@PyxisRC.com> 
Thursday, December 24, 2015 3:37 PM 
Kumar, Rita 

e 

RE: Pending application for Neave Spot On #001; EPA File symbol 91090-G 
91090-G.20151224.Shanghai Neave Spot on label_revise~Lpdf 

No problem, the revised label is attached. I put the eye warning in the use restrictions section because it seemed more 
obvious but if you think it is more appropriate in the Hazards to Domestic Animals section, let me know and I can move 

it. In the meantime, I hope you have a wonderful Holiday. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

From: Kumar, Rita [mailto:Kumar.Rita@epa.gov] 
Sent: Monday, December 14, 2015 1:28 PM 
To: Janelle Kay <Janelle@PyxisRC.com> 
Subject: RE: Pending application for Neave Spot On #001; EPA File symbol 91090-G 

Dear Janelle: The CRP requirement is not applicable. Please note that in addition to changing the Signal Word to 
Warning, you must also add the following text to precautionary statements: Wash hands after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet." Also, the label must state that the product must not 

get in cat's (or dog's?) eyes. 
Regards, 
Rita 

From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Monday, December 14, 2015 1:57 PM 

To: Kumar, Rita <Kumar.Rita@epa.gov> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: RE: Pending application for Neove Spot On #001; EPA File symbol 91090-G 

Dear Rita, 

I wanted to confirm that you received our response last week. Also, attached is a revised label correcting the signal 
word (I also corrected the country of origin). Please let me know if you have any questions, need any additional 
information, or submit the response formally through the front end. In the meantime, I hope you and your family have a 
wonderful Holiday season! 
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NEOVE SPOT ON #00 I Note: [Brackets indicate alternate language] 

[Front Panel] 

MASTER LABEL 

Neove Spot On #001 

Alternate Brand Names 

lmidaCare for Dogs [& or Puppies] 

[midaStar for Dogs [& or Puppies] 

Petlmida for Dogs [& or Puppies] 

Once a Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 3112 to 10 lbs 
OR 

Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs 
OR 

Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs 
OR 

Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs 

READ THE ENTIRE LABEL BEFORE EACH USE 
For the Prevention and Treatment of Flea and Lice Infestations on Dogs 

• One treatment prevents further flea infestation for at least four weeks 
• Kills ,fleas on dogs within 12 hours 

• Kills fleas before they lay eggs 
• Convenient, easy to apply 

• Kills [biting, chewing] lice 

• For treatment and prevention of [biting, chewing] lice [infestations] 

• Controls existing [biting, chewing] lice infestations 

• Dual protection (against fleas and lice) 

• Treats, prevents and controls [biting, chewing] lice [infestations] 

• Provides effective control of[biting, chewing] lice [infestations] 

• Kills [biting, chewing] lice and prevents further infestations 

• For treatment and prevention of infestations with [biting, chewing] lice 

• Waterproof 

• Fragrance free 

Active Ingredient Content (% By Weight) 

lmidacloprid [CAS 138261-41-3] 

Other Ingredients 

Total 

EPA Est. No. 091090-XXX-X 

9.1 

90.9 

100.0 
EPA Reg. No. 091090 -XXX 



54

e 
NEOVE SPOT ON #001 Note: [Brackets indicate alternate language] 

KEEP OUT OF REACH OF CHILDREN 
WARNING 

• See Back Panel for First Aid and Precautionary Statements. 

• For Directions for Use & Storage and Disposal (instructions), see supplemental labeling inside. 

@ 
Icon size 1.5cm x 1.5cm 
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NEOVE SPOT ON #001 

[ Back Panel] 

Note: [°Brackets indicate alternate language] 

Once ~ Month Topical Flea and Lice Treatment 

For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 3½ to 10 lbs 
OR 

Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 lbs 
OR 

Dogs and Puppies 7 Weeks and Old~r and Weighing 21 to 55 lbs 
OR 

Dogs and Puppies 7 Weeks and Old.er and Weighing over 55 lbs 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS 

WARNING Causes substantial but temporary eye injury. Do not get in eyes or on clothing. Hannful 

if swallowed. Do not get in eyes or on clothing. Avoid contact with skin. Wash hands thoroughly with 

soap and wann water after handling and before eating, drinking, chewing gum, using tobacco, or 

using the toilet. Keep out of reach of children. Do not contaminate feed or food. 

FIRST AID 

If In Eyes 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice 

If Swallowed 
• Call a poison control center or doctor immediately for treatment advice 

• Have person sip a glass of water if able to swallow 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by mouth to an unconscious person 

Ifon Skin or 

Clothing 
• Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 

- 20 minutes. Call a poison control center or doctor for treatment advice. 

NOTES 

To Customer: Have the product container or label with you when calling a poison control center or 

doctor or going for treatment. 

To Physician: Treat the patient symptomatically. 

HAZARDS TO DOMESTIC ANIMALS 
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NEOVE SPOT ON #00 I Note: [Brackets indicate alternate language] 

For External Use Only Do not use on puppies under seven weeks of age or weighing less than the 

labeled bodyweight. As with any product, consult your veterinarian before using this product on 

debilitated, aged, pregnant or nursing dogs. Individual sensitivities, while rare, may occur after using 

ANY pesticide product for pets. If signs persist, or become more severe, consult a veterinarian 

immediately. If your animal is on medication, consult your veterinarian before using this or any other 

product. 

Side Effects Monitor your dog after application. Side effects, although very rare, may include signs 

of skin irritation such as redness, scratching or other signs· of discomfort. Gastrointestinal signs such 

as vomiting or diarrhea have also been reported. If these or other side effects (such as lethargy) occur, 

consult your veterinarian. 

DO NOT USE ON CATS Keep cats away from treated dogs for 24 hours. If applied to a cat or 

ingested by a cat, contact your veterinarian. 

Icon size I .5cm x l .Scmj @ 
RESTRICTIONS 

Use only on dogs 7 weeks and older and weighing 31(2 - IO lbs. 

OR 

11 - 20 lbs 

OR 

21 - 55 lbs 

OR 

Over 55 lbs 

Do not use on other animals. 

Do not apply to puppies or dogs weighing less than the labeled bodyweighL 

Do not apply more than one tube per treatment. 

Do not have contact or allow children to have contact with treated area until completely dry. 

Do allow the product in the dog's eyes. 

Net Contents: [X] Tube(s) each 0.014 fl. oz. (0.4 mL) 

OR 

0.034 fl. oz. ( 1.0 mL) 

OR 

0.084 fl. oz. (2.5 mL) 

OR 

0.135 fl. oz. (4.0 mL) 

Manufactured For 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD 

Rm509, 1438 Shang Xi Bei Rd, Shanghai 200060, China 

[Made in China] 
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NEOVE SPOT ON #00 I Note: [ Brackets indicate alternate language] 

[ Back Panel and/or Insert] 

. Once a Month Topical Flea and Lice Treatment 
For Use Only on Dogs and Puppies 7 Weeks and Older and Weighing 31'2 to 10 lbs 

OR 
Dogs and Puppies 7 Weeks and Older and Weighing 11 to 20 l~s 

OR 
Dogs and Puppies 7 Weeks and Older and Weighing 21 to 55 lbs 

OR 
Dogs and Puppies 7 Weeks and Older and Weighing over 55 lbs 

READ THE ENTIRE LABEL BEFORE EACH USE 

For the Prevention and Treatment of Flea and Lice Infestations [on Dogs] 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

HOW TO OPEN BLISTER PACK 
I. Snap off one section of the blister card along the tube segment line. 
2. Use scissors to cut across the top of the section as show. Or use scisso~s to open by cutting 

carefully into the blister cavity across the small side, close to the cap of the tube. 

!visuals depicting how to open blister pacW 

3. Peel off the foil, and take out the tube. 

4. Repeat steps I to 3 for each tube. 

HOW TO APPLY 
1. Remove one applicator tube from the package. See "HOW TO OPEN BLISTER PACK" 
2. Hold applicator tube in an upright position facing away from you and your dog's face and eyes. 

Screw the cap off tube. 
3. The dog should be standing for easy application. Part the hair on the dog's back, between the 

shoulder blades, until the skin is visible. Place the tip of the tube on the skin and squeeze the tube 
to expel the entire contents directly on the skin. Do not get this product in your dog's eyes or allow 

your dog to ingest this product. Do not allow the product to run off. 

tyisuals depicting Application to Animal! 

4. Discard empty tube as described in the Storage and Disposal section. 
5. Under normal conditions the product is effective for a month. For severe flea infestation, 

retreatment may be necessary earlier than four weeks. Do not re-treat more often than once every 
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NEOVE SPOT ON #00 I Note: [Brackets indicate alternate languageJ 

seven days. After flea control is attained, return to a monthly retreatment schedule. 

PRODUCT INFORMATION 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of dogs with [Product Name] kills fleas and may reduce the 
incidence of this condition. 

[Product Name] kills fleas on dogs within 12 hours. Reinfesting fleas are killed within 2 hours with 
protection against further flea infestation lasting for up to four weeks. Pre-existing pupae in the 
environment may continue to emerge for six weeks or longer depending upon the climatic conditions. 

Larval flea stages in the dog's surroundings are killed following contact with [Product Name] treated 

dogs. 

[Product Name] is waterproof and remains effective following a shampoo treatment, swimming or 
after exposure to rain or sunlight. 

Monthly treatments are required for optimal control and prevention of fleas. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage or disposal. 
Pesticide Storage: Store in a cool, dry place inaccessi.b]e to children and pets. 
Pesticide Disposal and Container Handling: Non-refillable container. 
If empty: Do not reuse or refill this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD warrants that this material conforms to the 
chemical description on the label. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW, 
SHANGHAI NEWAY ANIMAL HEALTH CO., LTD MAKES NO OTHER EXPRESS OR 
IMPLIED WARRANTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF 
FITNESS OR MERCHANTABILITY, and no agent of SHANGHAI NEWAY ANIMAL HEALTH 
CO., LTD is authorized to do so except in writing with a specific reference to this warranty. To the 
extent consistent with applicable law, any damages arising from a breach of this warranty shall be 
limited \o direct damages and shall not include consequential commercial damages such as loss of 
profits or values, etc. 
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NEOVE SPOT ON #00 I 

[Label on Individual Tube J 

• 
Note: [Brackets indicate alternate language] 

/Neove Spot On #001/ 

. 9.1 % lmidacloprid 

0.014 fl. oz. (0.4 mL) 

OR 
0.034 fl. oz. (1.0 mL) 

OR 
0.084 fl. oz. (2.5 mL) 

OR 

0.135 fl. oz. (4.0 mL) 

EPA Reg. No. 091090-XXX 

WARNING 

Keep Out of Reach of Children 

Read the Entire Label before Use 

[NEWAY] 

. Lot No. 0000000 
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Kumar, Rita 

From: Kumar, Rita 
Sent: Monday, December 14, 2015 4:28 PM 

· 'Janelle Kay' To:
Subject: RE: Pending application for Neave Spot On #001; EPA File symbol 91090-G 

Dear Janelle: The CRP req uirement is not applicable. Please note that in addition to changing the Signal Word to 
Warning, you must also add the following text to precautionary statements: Wash hands after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet." Also, the label must state that the product must not 
get in cat' s (or dog's?) eyes. 
Regards, 
Rita. 

From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Monday, December 14, 2015 1:57 PM 
To: Kuma·r, Rita <Kumar.Rita@epa.gov> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: RE: Pending application for Neave Spot On #001; EPA File symbol 91090-G 

Dear Rita, ' 

l wanted to confirm that you received our response last week. Also, attached is a revised label correcting the signa l 
word (I also corrected the· country of origin). Please let me know if you have any quest ions, need any additional 
information, or submit the response forma lly t hrough the front end. In the meantime, I hope you and your family have a 
wonderful Holiday season ! 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F) : 1-253-853-5516 
(E): Janelle@PyxisRC.com 

From: Janelle Kay 
Sent: Monday, December 07, 2015 3:59 PM 
To: 'Kumar, Rita' <Kumar.Rita@epa.gov> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: RE: Pending application for Neave Spot On #001; EPA File symbol 91090-G 

Dear Rita, 

Thank you for your email. With respect to the labeling, we agree that the signal word needs to be revised in order to 
reflect the toxicity categories determined in the review. With respect to the precautionary statements, perhaps we can 
discuss this further? I agree that the language on tile submitted label is not consistent verbatim with the Label Review 

1 
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Manual. However, with the exception of the signal word which we agree to change, the precautionary language on the 

proposed label is similar, if not identical, to the language on the substantially similar product (EPA Reg. No. 11556-117, 
119, 120 and 122). We believe that requiring Shanghai Neway to modify its label in a manner that is different than the 

competitor products could not only pose a misuse of the product, but could put Shanghai Neway in a significant 
competitive disadvantage, in an already competitive marketplace. If the Agency is willing to consider only a signal word 
change, then we can promptly submit a revised label reflecting the correct signal word. 

With respect to the CRP requirement, it would be helpful if you sent the review indicating that these data are 
required. You've stated that based on the eye irritation that CRP is required. However, based on the reviews of the data 

cited by Shanghai Neway (http://www3.epa.gov/pesticides/chem search/cleared reviews/csr PC-129099 5-Mar-
96 094.pdf}, the substantially similar product has the following toxicity prof!le (this is consistent with the toxicity 
category you identified below): 

Acute Oral Ill LOSO 1838 mg/kg 
Acute Dermal Ill LOSO> 2000 mg/kg 
Acute Inhalation IV LCSO > 2.415 mg/L 
Primary Dermal IV Mild erythema in one animal at 24 hours, cleared by 48 hours. 
Primary Eye · II Corneal opacity, iritis, conjunctiva! redness and chemosis, and ocular 

discharged in one or more animals. All signs resolved within 14 days. 
Dermal Sensitization Non Sensitizer 

Bas.ed on the CRP criteria under 40 CfR 157.22, I think we both agree that acute oral, acute dermal, acute inhalation, or 
primary dermal routes of exposure do not trigger CRP. However, under 40 CFR 157 .22(a)(4 }, the criteria for eye irritation 
is that the product must be corrosive or causes corneal involvement/irritation persisting for 21 days or more. According 
to the label review manual toxicity classifications (Chapter 7, Table 1, page 7-2; July 2014}, a product that is corrosive or 
causes corneal_involvement/irritation persisting for 21 days or more would be classified as a Toxicity Category I, not II, 
for eye irritation. Given that the proposed product is a Tox. Cat. II for eye irritation, I don't understand how this product 
triggers CRP. 

I would appreciate your input on the CRP and precautionary language issues I raised above. I'm in the office all weel< if 
you would like to discuss further. In the meantime, please let me know if you have any questions or need any additional 

information. 

Regards, 

Janelle 

Janelle Kay 

Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 

Gig Harbor, WA 98332 
(T}: 1-253-853-7369 
(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

From: Kumar, Rita [mailto:Kumar.Rita@epa.gov] 

Sent: Friday, December 04, 2015 7:42 AM 
To: Janelle Kay <Janelle@PyxisRC.com> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: Pending application for Neove Spot On #001; EPA File symbol 91090-G 
Importance: High 
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Dear Janelle: This application is currently in review. However, we need you to address the following deficiencies: 

1. Based on the cited acute toxicity studies, the following acute toxicity categories have been assigned to this 
product: 
Acute Oral Ill · 
Acute Dermal Ill 
Acute inhalation 
Primary Dermal 
Primary Eye 
Dermal Sensitization 

IV 
IV 
II 
Non Sensitizer 

The precautionary statements must be revised according to these tox categories. 

2. Based on the eye irritation category, this product must be in child resistant packaging (CRP). A child resistant 
certification is required .. Please submit one. 

Please respond within 10 days indicating how soon you will submit the revised label and CRP certification. 
Regards, 
Rita 

I 
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.. 
Kumar, Rita 

From: 
Sent: 
To: 

Eagle, Venus 
Monday, December 14, 2015 3:48 PM 
Kumar, Rita 

Subject: RE: Pending application for Neove Spot On #001; EPA File symbol 91090-G 

Agreed as long as the language on the label directs use away from the user and pets eyes. Note that we are going back 
to Bayer to update the precautionary language as we discussed so please make sure they update their labe ls today's 
standards. 

Venus Eagle 
Product Manager. 1 
Invertebrate & Vertebrate Branch 3 

Registration Division, Office of Pesticide Programs 
US EPA (Mail Code 7505P) 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

Phone: 703.308.8045 

From: Kumar, Rita 
Sent: Monday, December 14, 2015 2:10 PM 
To: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: FW: Pending application for Neove Spot On #001; EPA File symbol 91090-G 

Venus: I talked to you about this last week also. Just wanted to confirm that the registrant does not need to submit CRP 
for the following reasons: 

1. T,ox ca tegory II for eye irritation does not trigger CRP. 
2. 2. They cited Bayer data, and Bayer products (9.1% imidacloprid) are not in CRP. 

Please confirm this so that I can inform Janelle. 
Thanks, 

Rita 

From: Janelle Kay lmailto:Janelle@PyxisRC.com] 
Sent: Monday, Decembe.r 14, 2015 1:57 PM 
To: Kumar, Rita <Kumar.Rita@epa.gov> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: RE: Pending application for Neove Spot On #001; EPA File symbol 91090-G 

Dear Rita, 

I wanted to confirm that you received our response last week. Also, attached is a revised label correcting the signal 
word (I also corrected the country of origin). Please let me know if y·ou have any questions, need any additional 
information, or submit the response formally through the front end. In the meantime, I hope you and your family have a 
wonderful Holiday season! 

Regards, 

Janelle 

1 
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Janelle Kay 
Pyxis Regu latory Consult ing, Inc. 
4110136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
( E): Janel le@PyxisRC.com 

From: Janelle Kay S Cf g f l/ ~3 
Sent: Monday, December 07, 2015 3:59 PM 

To: 'Kumar, Rita' <Kumar.Rita@epa.gov> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 
Subject: RE: Pending application for Neove Spot On #001; EPA File symbol 91090-G 

Dear Rita, 

Thank you for your email. With respect to the labeling, we agree that the signal word needs to be revised in order to 
reflect the toxicity categories determined in the review. With respect to the precautionary statements, perhaps we can 
discuss this further? I agree that the language on the submitted label is not consistent verbatim with the Label Review 
Manual. However, with the exceptio!) of the signal word which we agree to change, the precautionary language on the 
proposed label is similar, if not identical, to the language on the substant ially similar product (EPA Reg. No.' 11556-117, 
119, 120 and 122). We believe that requiring Shanghai Neway to modify its label in a manner that is different than the 
competitor products could not only pose a misuse of the product, but could put Shanghai Neway in a significant . 
competitive disadvantage, in an already competitive marketplace. If the Agency is willing to consider only a signal word 
change, then we can promptly submit a revised label reflecting the correct signal word. 

With respect t o the CRP requirement, it would be helpful if you sent the review indicating that these da ta are 
required. You've stated that based on the eye irritation that CRP is required. However, based on the reviews of the data 
cited by Shanghai Neway (http://www3.epa.gov/pesticides/chem search/cleared reviews/csr PC-129099 S-Mar-
96 094.pdf), the substantially similar product has the following toxicity profile (this is consistent with the toxicity 
category you identified below): 

Acute Oral 
Acute Dermal 
Acute Inhalation 

111 
Ill 
IV 

LOSO 1838 mg/kg 
LOSO> 2000 mg/kg 
LCSO > 2.415 mg/L 

Primary Dermal IV Mild erythema in one animal at 24 hours, cleared by 48 hours. 
Primary Eye· II Corneal opacity, iritis, conjunctiva! redness and chemosis, and ocular 

discharged in one or more animals. All signs resolved within 14 days. 
Dermal Sensitization Non Sensitizer 

Based on the CRP criteria under 40 CFR 157.22, I think we· both agree that acute ora l, acute dermal, acute inhalation, or 
primary dermal routes of exposure do not trigger CRP. However, under 40 CFR 157.22(a)(4), the cri teria for eye irritation 
is that the product must be corrosive or causes corneal involvement/irritation persisting for 21 days or more. According 
to the label review manual toxicity classifications (Chapter 7, Table 1, page 7-2; July 2014), a product that is corrosive or 
c_auses cornea.I involvement/irritation persisting for 21 days or more would be classified as a Toxicity Category I, not II, 
for eye irritation. Given that the proposed product is a Tox. Cat. II for eye irritation, I don't understand how this product 
triggers CRP. 

2 
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I would appreciate your input on the CRP and precautionary language issues I raised above. I'm in the office all week if 

you would lfke to discuss further. In the meantime, please let me know if you have any questions or need any additional 
information. 

Regards, 

Janelle 

Janelle Kay 

Pyxis Regulatory Consulting, Inc. 

4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
(E}: Janelle@PyxisRC.com 

From: ~umar, Rita [mailto:Kumar.Rita@epa.gov} 

Sent: Friday, December 04, 2015 7:42 AM 
To: Janelle Kay <Janelle@PyxisRC.com> 
Cc: Eagle, Venus <Eagle.Venus@epa.gov> 

Subject: Pending application for Neave Spot On #001; EPA File symbol 91090-G 
Importance: High 

Dear Janelle: This application is currently in review. However, we need you to address the following deficiencies: 

1. Based on the cited acute toxicity studies, the following acute toxicity categories have been assigned to this 
product: 
Acute Oral Ill 

Acute Dermal ill 
Acute Inhalation 
Primary Dermal 

Primary Eye 

Dermal Sensitization 

IV 
IV 
II 

Non Sensitizer 

.J 

The precautionary statements must be revised according to these tax categories. 

2. Based on the eye irritation category, this product must be in child resistant packaging (CRP). A child resistant 

certification is required. Please submit one. 

Please respond within 10 days indicating how soon you will submit the revised label and CRP certification. 

Regards, 

Rita 

3 
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UNITED ST A TES ENVIRONMENT AL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFt'ICt: OF cm:MICAL s,wt:n· 
AND POLLUTION PREVENTION 

OFFIC}; OF PESTICIDE PROGRAMS 
REGISTRATIO;I, Dl\'ISIOS (750~P) 

eeetJMEtH· eeNTAIP45 eetfflBENTIAL IHF8RMATl8H 

DP BAR CODE NO.: 428230 
PC Code: 129099 

EPA File Symbol NO.: 91090-G 
ACTION CODE: R315 

FOOD Use: No 

DATE OUT: 11/19/2015 

SUBJECT: End Use Product Chemistry Review 

FROM: 

Product Name: Neave Spot On #0.01o/ 

Hari Mukhoty, DVM, PhD. 
Product Chemistry Team ., • 
CITAB / Registration Division (7505P) 

TO: Rita Kumar, RMR / Venus Eagle, RM 01 

DECISION NO.: 503658 

Invertebrate & Vertebrate Branch 3 / Registration Division (7505P) 

Company Name: Shanghai Neway Animal Health Co., Ltd 
Formulation Type: Not Provided 

INTRODUCTION: 

The registrant has submitted an updated basic CSF (Dated: 11/23/2015) and has proposed a product specific 
label for registration of the aforesaid product under EPA File Symbol No. 91090-G. 

The product chemistry Group A and Group 8 data have been submitted under MRIDs: 496214-01, -02 & -03 
and ·data matrix dated 06/10/2015. Self-Certification Statement (Dated 11/20/2015) have also been submitted. 

The aforesaid basic end-use product is manufactured by Shanghai Neway Animal Heath Co., China. 

CIT AB has been requested to evaluate the product chemistry data required for registration of the proposed 
formulation. · 

SUMMARY OF FINDINGS: 

1. Name of Active lngredient(s): lmidacloprid (9.1%). 

2. Has the registrant claimed substantial similarity to registered product? 

[ ] Yes [ X ] No [ ] NA If yes: EPA Reg. No. 

3. The source material of the active ingredient is registered with the Agency [Yes]. 

4. The CSF has been screened by inert group and they found that inerts are approved for food use. 
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• • 
DP BAR CODE NO.: 428230 
PC Code: 129099 

EPA File Symbol NO.: 91090-G 
ACTION CODE: R315 

DECISION NO.: 503658 

FOOD Use: No 

5. Confidential Statement of Formula(s): 

[ X J Basic -
[ J Alternate -

Dated: 04/15/2015 
Dated: 

Re-submitted: 11/23/2015 
Re-submitted: NA 

Alternate CSF(s) complies with 40CFR §152.43: [ X J Yes [ J No NA [ J 

6. Product label 

a. Ingredient statement Nominal concentrations of Al listed on CSF(s) concur with product label (PR Notice 
91-2). 

[ Yes J There was no proposed label with the package. Therefore, this cannot be evaluated. 

Is the sub statement in compliance with PR Notice 97-6? 

[ X J Yes [ J No - Uses the term "Other Ingredients" 

, if not, explain below: · 

Metallic equivalent: 
Soluble arsenic: 
Isomeric ratios: 
Acid equivalent: 

J Yes 
J Yes 
J Yes 
J Yes 

[ X J NA 
[ X] NA 
[ X J NA 
[X J NA 

b. Health related sub statements: 

Petroleum distillate at > 10%: 
Methanol at> 4%: 
Sodium Nitrate/ Sodium Nitrite 

[ J Yes [ 
[ J Yes [ 
[ J Yes [ 

I No 
I No 
I No 

[X J NA 
[X ]NA 
[ X] NA 

c. Physical chemical hazard statement: Product label requires a statement per40 CFR §156.78 for: 
flammability, explosive potential or electric insulator breakdown? 

[ I Yes [ X I No 

Total Release Fogger PR Notice 98-6 (40 CFR 156.78 d): [ J Yes [ X J No [ J NA 

d. Label requires an additional Storage and Disposal statement: [ J Yes [ X J No 

Final decision of overall label acceptance will be made by the PM. 

2 
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DP BAR CODE NO.: 428230 
PC Code: 129099 
FOOD Use: No 

EPA File Symbol NO.: 91090-G 
ACTION CODE: R315 

7. Group A: Product Chemistry Data 

DECISION NO.: 503658 

CITAB's determination of the acceptability of the data for the proposed product is listed in the 
tables below. 

Data submitted 
Guideline CITAB's 

No. Study Title Assessment MRID Nos. 
of Data 

Yes 1 No 
830.1550 Product Identity & Composition X A 496214-01 

Description of materials used to 
830.1600 produce the product X A " 

Description of formulation 
830.1650 process X " A " 

Discussion on the formation of 
830.1670 impurities X A " 

830.1700 Preliminary analysis NR NR 
Standard certified 
limits X A 

Certified 
limits Proposed Limits 
(158.350) Justification for 

830.1750 wider limits .. 

830.1800 Enforcement analytical method # X A 496214-01 

A= Acceptance, NR = Not Required, G = Data Gap, 
W = Waiver Request, I = In Progress, NA= Not Acceptable 
# Analytical Method: Capillary GC - FID was used. Method validation data for linearity, accuracy 

and precision have been submitted. 

3 
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DP BAR CODE NO.: 428230 
PC Code: 129099 
FOOD Use: No 

8. Group 8: 

Guidelin Study Title 
e No. 

830.6303 Physical State 

EPA File Symbol NO.: 91090-G 
ACTION CODE: R315 

Value or Qualitative 
Description 

Liquid 
Incompatible with 5% 
potassium permanganate. 
Compatible with other 

830.6314 Oxidation/reduction inoredients. 

830.6315 Flammability Flash point 215° F 
Product does not have 
chemical bonds or functional 
groups associated with 

830.6316 Explodability explosive chemicals. 
At 54° C for 14 days did not 
fall below lower citified limits. 

830.6317 Storage stability Stable 
NA/ petroleum solvent is not 

830.6310 Miscibility to be used 
At 54° C for 14 days/ No 

Corrosion signs of corrosion were 
830.6320 characteristics visible. 

830.7000 pH Product is neutral in pH 7.2 

830.7100 Viscosity 6.153 mPa 

830.7300 Density 1.098 g/ml 
NA/ Product is water soluble 

830.7520 Particle size liquid. 

DECISION NO.: 503658 

CITAB's MRID Nos. 
Assessment 
of Data 

A 496214-02 

Self-Certified I 
A NW-P03-E02 

" 

Requested 
A waiver 

496124-03 I 
Self Certified I 

A 49621403 

A 496160-02 

496124-03 

NW-P03-E02 

A 496214-02 

A " 

NA " 

A = Acceptable, N = Not Acceptable, G = Data Gap, W =:= Waiver request, NA = Not applicable, 
I = In progress · 

4 
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DP BAR CODE NO.: 428230 
PC Code: 129099 
FOOD Use: No 

CONCLUSIONS: 

• 

EPA File Symbol NO.: 91090-G 
ACTION CODE: R315 

• 

DECISION NO.: 503658 

1. CITAB has reviewed the CSF (Dated: 11/23/2015) for the proposed basic and finds it to be acceptable. The 
CSF is attached with this review and can be located in OPPIN CHEM DOCS. 

2. Product chemistry Group A data and Group B data are satisfied and acceptable. 

3. The proposed label was screened as it pertains to the product chemistry requirements. The PM should get 
the "Formulation Type" from the registrant. The preferred site of insertion of Formulation Type would be on the 
proposed label under "Direction to Use". The final review of the proposed label and uses are the purview of the 
PM team. 

5 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SM'£T\' 
Al'iD POLLUTIOl'i PREVt:;',TIOl'i 

OFFICE OF PESTICIDE PROGRAMS 
REGISTRATION DIVISION (7~0SP) 

August 19, 2015 

MEMORANDUM 

&;,,,pa11i1Jft ll11,1Wlil. 1aftt 

Subject: Name of Pesticide Product: 
EPA Reg. No. /File Symbol: 
DP Barcode: 
Decision No.: 
Action Code: 
E-Sub#: 
PC Code: 

NEOVE SPOT ON #001 
91090-G 
DP 428231 
503658 
R315 

J 

129099 (lmidacloprid: 9. 1 %) 

From: Byron T. Backus, Ph.D., Toxicologist (3 ~ T (3 __L-.,. 
CITAB A la - '2-e \.) ..,. "'( - -, 
Registration Division (7505P) J 

Through: 

To: 

Registrant: 

John Redden, M.S., Senior Risk Assessor ~) ( (<_. 
CITAB 
Registration Division (7505P) 

Rita Kumar/Venus Eagle Rlvt O 1 
IVB3 
Registration Division (7505P) 

SHANGHAI NEWA Y ANIMAL HEAL TH CO., LTD. 

FORMULA TlON FROM LABEL: 

Active lngredient(s): 
129099 Imidacloprid 
Other lngredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

by wt. 
9.1% 

90.9% 
100.0% 

"CIT AB/Companion animal team: Please provide a technical screen and full review of cited 
companion animal safety studies cited to support registration of this dog spot-on product. Copies of 
cover letter, data matrix, and proposed label are provided . . . " 

71 
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BACKGROUND: In the cover letter dated April 17, 2015 the registrant's representative has stated 
that: "A receipt for the PRIA-3 category R-301 payment is attached" (this is actually an R3 l 5 action) 
and that "The following documents are enclosed to support the tolerance exemption for this petition:" 
(no tolerance exemptions are required for this proposed dog spot-on). 

From the proposed label for EPA File Symbol 91090-G, doses are 0.4 mL (0.014 fl. oz.) for dogs 
weighing 3½ to 10 lbs, 1.0 mL (0.034 fl. oz.) for dogs weighing 11-20 lbs, 2.5 mL (0.084 fl. oz.) for 
dogs weighing 21-55 lbs, and 4.0 mL (0.135 fl. oz.) for dogs weighing more than 55 lbs. 

According to the data matrix ( dated June I 0, 2015) for EPA File Symbol 91090-G the registrant has 
cited the following studies to satisfy the companion animal safety data requirements for this product: 
MRIDs 43679607, 43679308 [Note: this should be 43679608], 44099801, and 44179801. 

~ 
PREVIOUS REVIEWS: 

I. The study in MRID 43679607 was reviewed in HED (TXR 0011821, sign-off date 03/05/96) with 
the following summary: 

' Nine adult dogs o(mixed breed (3 males, 6 females, one male and two females/group) were 
dermally exposed to lmidacloprid, 10% Spot-On. Dose levels were 50 mg/kg/day x 1 day, and 50 
mg/kg/day x 3 days. Controls received placebo (formulation less active ingredient) at 50 
mg/kg/day x 3 days. 

No major treatment related dermal, clinical signs, body weight effects or clinical chemistry 
changes were observed. Necropsy was not done due to lack of toxicosis. The study demonstrates 
that adult dogs can tolerate up to 50 mg/kg without significant reactions. 

This ... study is classified as Acceptable when combined with another study, and satisfies the 
requirement for a domestic animal study in the dog, 18 lb (8 kg) body weight and above. The 
number of animals/group is too small and not in keeping with general study practice. However, 
when data are combined with the companion study in the dog (MRID 43679608), the information 
is considered useful. '· 

2. The study in MRID 43679608 [ not 43679308] was reviewed in HED (TXR 0011821, sign-off date 
03/05/96) with the following summary: 

18 adult dogs of various breeds (3 males and 3 females/group) were dermally exposed to 
lmidacloprid, I 0% Spot-On formulation at seven-day intervals for a total of eight treatments. Dose 
levels were IO or 50 mg/kg. Controls received placebo (formulation less active ingredient) at 50 
mg/kg. 

No major treatment related dermal, clinical signs, body weight effects or clinical 
chemistry/hematology were observed. Necropsy was not done due to lack of toxicosis. The study 
demonstrates that adult dogs can tolerate up to 50 mg/kg of the active ingredient without 
significant reactions. Inadequate testing was done in dogs less than four months old. 

2 
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This repeated dose dermal study is classified as Acceptable and satisfies the requirements for a 
General Safety Evaluation for Topical Use (86-1) in the dog. 

3. The study in MRID 44099801 was reviewed in HED (TXR 0012322, sign-off date 09/24/97) with 
the following summary: 

In a domestic animal safety study (MRID #44099801), six 7 week-old puppies/sex were treated 
with Advantage™ (9. I% imidacloprid) at 5X the recommended use rate (2.0 mL if< 10 lbs; 5.0 
mL if> 10 lbs) at weekly intervals for eight treatments. Six puppies/sex were treated with the 
vehicle control at the recommended use rate (0.4 mL if< IO lbs; 1.0 mL if> 10 lbs) at weekly 
intervals for eight treatments. There was no evidence of treatment-related toxicity in clinical signs 
or clinical pathology parameters. All animals gained weight during the study. It was 
demonstrated that 7 week-old puppies can tolerate a dose of 5X the recommended use rate. 

The study is considered acceptable and satisfies the draft guideline requirements (81-6) for a 
domestic animal safety study. 

4. There is no record of a review for the study in MRID 4417980 I [Shmidt, J .; Arther, R. (1996) 
Acute Oral Toxicity Evaluation oflmidacloprid (Advantage) in Dogs: Lab Project Number: TR-
96D-O 10: 74 764: J: USERS\LINDA INOREPOR DJASOl 71.RPT. Unpublished study prepared by 
Bayer Corp., Animal Health. IO p.]. The following is a summary of that study: 

The study was conducted to evaluate the acute toxicity of the formulation and the formulation 
minus the active ingredient (placebo) when administered orally at the topical use rate. The labeled 
use r~te is 1.0 mL for dogs weighing 11 to 20 lb; 2.5 mL for 21 to 55 lb and 5.0 mL for dogs 
weighing> 55 lb. Group I dogs received a single treatment of placebo (formulation minus the 
active ingredient) equivalent to use rate volume. Group 2 dogs received a single treatment of the 
formulation at the use rate volume. 

The treatment volumes were placed in gelatin capsules and administered directly in the throat area. 
The gelatin capsules were swallowed intact. 

Two dogs in Group 2 vomited at approximately one hour following treatment. None of the 
remaining 10 dogs had any clinical signs. 

The purpose and protocol of this study are inconsistent with the 870.7200 Guidelines. This study, 
while providing relevant information, does not satisfy the 870. 7200 data requirements. 

5. The study in MRID 44099801 does not support a minimum weight of 3 ½ lbs. From Table 2 (p. 9 
ofMRID 44099801) the initial weights of the 6 male puppies ranged from 1.8 to 3.0 kg, and the 
initial weights of the 6 female puppies ranged from 1.5 to 2.1 kg. The mean weight of the 4 
lowest weight male puppies (1.8, 1.8, 2.3 and 2.5 kg) and the four lowest weight female puppies 
(1.5, 1.7, 1.8 and 1.8 kg) was 1.9 (± a standard deviation of0.33) kg, equal to 4.19 (± 0.73) lbs. 
This study supports a minimum weight of 4 lbs (1.81 kg), not 3½ lbs (1.59 kg), and the label must 
be revised accordingly. 

3 
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6. From p. 4 of MRID 4409980 I the puppies had birthdates of March 16, 1996 through March 19, 

1996. From p. 5 the first treatment was on May 3, 1996, so the puppies were from 45 to 48 days 
old on that date. This study supports a minimum age of 7 weeks, as proposed by the registrant. 

7. With the revision of minimum weight from 3½ to 4 lbs, the companion animal safety (870.7200) 
data requirements for the registration of 91090-G have been satisfied. 

8. The registrant should revise the citation of MRID 43679308 to 43679608. 

4 
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*Product ingredient source information may be entitled to confidential treatment* 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C 20460 

OFFl(:t: OF (:IIEMIC',\I. S,H'l:TY A:0. ll POl.1.trl'l()N 1'10:n:NTION 
OFFU.:1-: 01' rt:);TICIOE PROGRA"S REGIS'l'RATIO'.\' 01\'ISIOi\' (7$0!>Pl 

DP BARCODE No.: 0428230; FILE SYMBOL No.: 91090-G (screen); PRODUCT NAME: NEOVE Spot On 
#001 : DECl~ION No.: 503658; PC Code(s): 129099; ACTION CODE: R315; FOOD Use: Yes 

DATE OUT: July 27, 2015 

SUBJECT: Completeness check screening for end use product UNEOVE Spot On #1 " 

FROM: Shyam Mathur, 
Product Chemistry Team Leader 
CIT AB / RD (7505P) 

TO: Rita Kumar I Venus Eagle, RM 01 
1-V Branch 3 I RD (7505P) 

Company Name: Shanghai Neway Animal Health Co., Ltd. 
Formulation Type: Insecticide 
Active lngredient(s): lmidacloprid (9.10%) 
MRID Nos: 49621401 to 49621403 

CONCLUSION: 

Deficiencies: Yes 
(if there are deficiencies they are indicated below each heading as Note 1, Note 2 Etc). 

Group A: All required data submitted 
. . 

Group B: All required data submitted or requested waiver, except for the guideline 830.7000 (pH). 
Note 1: The registrant must submit data on this guideline. The Data Matrix has indicated the inclusion of this 
guideline under MRID 49621 402, but no data was found. The registrant must submit this study. 
Note 2: The registrant has requested waivers in Data Matrix (dated June 10, 2015) for numbers of group B 
data but no justifications have been provided for waiver requests. The registrant must submit proper 
justifications for waiver requests. · 

CSF: Basic CSF (dated 04-15-2015) submitted. 
Note 3: The CSF has been submitted incorrectly and must be revised. The no.ncentration of the Al in 
~ust be calculated based on the percent purity of the Al n the source product 
-he amounts of other ingredients must be adjusted accor ,ng y. 

Product Draft Label: Submitted. 

Note to PM: Jf the deficiencies are found in the screen results, please inform the registrant and 
bring back to author of this report the corrected deficiencies in response to 10 day letter, so that it 
can be attached to the original bean, if the data package is still in CITAB. New Bean is required in 
case the bean has been closed by CIT AB. Thank you. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
CHEMICAL SAFETY AND 

POLLUTION PREVENTION 

C6N'f'AINS €81 88 N8'f RELEASE J'O RESIS'f'lb\N'f 

SIMILARITY CLINIC MEMORANDUM: 

Subject: 

From: 

EPA Reg. No. : 91090-G/Neove Spot On #00 1 
DP Barcode: 427278 
PC Code: 129099 

I 

To: 

Marianne Lewis, Biologist 
Invertebrate Vertebrate Branch 3 
Registration Division (7505P) 

Venus Eagle, PM O 1 
Invertebrate Vertebrate Branch 3 
Registration Division (7505P) 

u ~ . . l_/\-5 

~(,(\., sin /rs 
Applicant: Shanghai Neway Animal Health Co., Ltd 

Rm 509, 1438 Shan Xi Bei Rd 
Shanghai, China, ·200060. 

FORMULATION FROM EPA Reg. No. 91090-G LABEL: 

Active Ingredient(s): 
% bywt. 

Imidacloprid: .. ...... .. .. ..... .... . ........................................... : . . . . . . . . . . . . .. . 9. J % 
Inert lngredient(s): .. ...... ............ ... ... ..... ............ ........................................ ... ........... 90.9% 

Total l 00.0% 
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•• •• 
BACKGROUND: The registrant is claiming substantial-similarity to EPA Reg. No. 11556-117 
to support the registration of their new product, EPA Reg. No. 91090-G. After comparing the 
CSF from the subject product and EPA Reg. No. 11556-117, it has been determined that the 
products are substantially similar. The following acute toxicity categories will be assigned to the 
subject product: acute oral (81-1)- III; acute dermal (81-2)-III; acute inhalation (81-3)-IV; 
primary eye irritation (81-4)-II; primary skin irritation (81-5)- IV; and will be classified as a 
non sensitizer (81-6). 

Note to PM/Reviewer: The registrant cited acute toxicity studies (450969-04 through -09) in 
their data matrix. However, these studies were conducted with EPA Reg. No. 11556-125 which 
is not similar to the subject product. Since the subject product is identical to EPA Reg. No. 
11556-117, which has acceptable toxicity studies from when it was registered (HED 3/5/96), the 
same toxicity categories were assigned to the product. 

RECOMMENDATIONS: 

• The subject product will be assigned the Toxicity Categories listed above. 
• The subject product will be classified as a non sensitizer. 

The acute toxicity profile for EPA Reg. No. 91090-G is currently: 

Acute Oral 
Acute Dermal 
Acute Inhalation 
Primary Eye 
Primary Dermal 
Skin sensitization 

III 
III 
IV 
II 
IV 
non sensitizer 

NOTE: The acute toxicity requirements have been satisfied for the subject product. 

Page of 4 2 
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LABELIN.G: 

ID #: 091090-G NEOVE SPOT ON #001 

RESTRICTED USE LABELING: 

Based on primary eye irritation Toxicity Category II - residential use 

SIGNAL WORD: WARNING AVISO 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS: 

Causes substantial but temporary.eye injury. Harmful if swallowed. Harmful if absorbed 
through skin. Do not get in eyes or on clothing. A void contact with skin. Wear 
protective eyewear (goggles, safety glasses, face shield), long sleeved shirt, long pants, 
shoes, socks and chemical resistant gloves (barrier laminate, butyl rubber, nitrile rubber, 
neoprene rubber, polyvinyl chloride, or viton, selection category C). 

FIRST AID: 

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 
C~ll a poison control center or doctor for treatment advice. 

IF SW ALLOWED: Call a poison control center or doctor immediately for treatment 
advice. Have person sip a glass of water if able to swallow. Do not induce vomiting 
unless told to by a poison control center or doctor. Do not give anything by mouth to an 
unconscious person. 

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately 
with plenty of water for 15-20 minutes. Call a poison control center or doctor for 
treatment advice. 

Have the product container or label with you when calling a poison control center or 
doctor or going for treatment. You may also contact 1 ·800-xxx-xxxx for emergency 
medical treatment infonnation. 

{JSER SAFETY RECOMMENDATIONS: 

User should wash hands before eating, drinking, chewing gum, using tobacco, or using 
the toilet. 

User should remove clothing/PPB immediately if pesticide gets inside. Then wash 
th~roughly and put on clean clothing. 

Note to CRM/PM/Registrant: 

Page of4 76 
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•• •• 
The proposed label should contain a Note to Physician which addresses the primary eye irritation 
Toxicity Category II. The following statements are some suggested types of information that 
could be included, if applicable, in the Note to Physicians: 

- technical information on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological effects of the pesticide; 
- company telephone number to specific medical personnel who can provide. 

specialized medical advice. 

Page of 4 4 



Kumar, Rita 

From: 
Sent: 
To: 

Bohnenblust, Eric 
Tuesday, August 25, 2015 2:40 PM 
Kumar, Rita 

Subject: RE: Need to know the status of technical screen of cited efficacy data for 91090-G 

·1t passed. 

From: Kumar, Rita 
Sent: Tuesday, August 25, 2015 2:32 PM 

To: Bohnenblust, Eric 

Subject: Need t() know the status of technical screen of cited efficacy data for 91090-G 
Importance: High 

Eric: This was beaned to efficacy on 7 /17, and I requested a technical screen by 7 /31. Can you please tell me status of 
this screen? 

Decision: 503658 
DP:428232 

Thanks, 

Rita 

1 
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Form Approved 0 MB No. 2070-0060 IW UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
tt) ()' 401 M Street, S.W . 

~ 0/4.~ WASHINGTON, D.C. 20460 

Papeiwork Reduction Act Notice: The public r8P_9,{,ng burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary ronns. Send oomments regarding the burden estimate or any other aspect of this collection of 

'information. including suggestions for reducing'fiie burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection /JqM!cy, 401 M Street. S.W., Washington, DC 20460. Do not 
serufthelo!!!!, to this addr~ 

DATA MATRIX 

Date June 10 2015 EPA Reg. No./File Symbol 91090-G I Page 1 of 4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. Neove Spot On #001 
Rm 509, 1438 Shang Xi Bei Rd . 
Shanqhai -200060. China e 

lnqredient l midadoorid (CAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Product Specific Data Reauirements 

830.1550 Product Identity and Composition 49621401 - Shanghai Neway Animal OWN 
Health Co . 

830.1600 
. 

Description of Materials Used to Produce the 49621401 Shanghai Neway Animal OWN 
Product / Health Co. 

, . 
Not required 1 

830.1620 Description of Production Process ' 

830.1650 Description of Formulation Process 49621401 Shanghai Neway Animal OWN 
/ Health Co . 

830.1670 Discussion of Formation of Impurities 49621401,-- Shanghai Neway Animal OWN 
Health Co. 

830.1700 Preliminary Analysis Not Reauired2 

830:1750 Certified Limits 49621401 / Shanghai Neway Animal OWN 
Health Co. e 

830.1800 Enforcement Analytical Method 49621401 Shanghai Neway Animal OWN 
/ Health Co. -

830.6302 Color 49621402 / Shanghai Neway Animal OWN 
Health Co . 

830.6303 Physical State 49621402./ Shanghai Neway Animal OWN 
Health Co . . 

Signature Name and TiUe Date 

0/;)))!3/ 
Janelle Kay, Agent June 10, 2015 

EPA Form 8570-35 (9-97) Electronic and Pape< versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date June 10, 2015 EPA Reg. No./File Symbol 91090-G j Page 2 of 4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. Neove Spot On #001 
Rm 509, 1438 Shang Xi Bei Rd. , 

Shancihai 200060, China e 
Ingredient lmidacloorid (GAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status · Note 

830.6304 Odor 49621402 Shanghai Neway Animal OWN - Health Co. 

830.6313 Stability to Normal and Elevated Temperatures, Not Required 3 

Metals, and Metal Ions 

830.6314 Oxidation/Reduction: Chemical Incompatibility Waiver 

830.6315 Flammability Waiver 

830.6316 Explodability Waiver 

830.6317 Storage Stability 49621403 Shanghai Neway Animal OWN - Health Co. 

830.6319 Miscibility Not required4 

830.6320 Corrosion Characteristics 49621403 _,, Shanghai Neway Animal OWN 
Health Co. 

830.6321 Dielectric Breakdown Voltacie Not required 5 e 
830.7000 pH 49621402 - Shanghai Neway Animal OWN 

Health Co. 

830.7050 UVNisible Absorption Not required 6 

830.7100 Viscosity 49621402 _,- Shanghai Neway Animal OWN 
Health Co. 

830.7200 MeltinQ PoinVMeltinci Rancie Not required6 

Signature Name and Title Date 

(/J;))Jlr»Y 
Janelle Kay, Agent June 10, 2015 

EPA Form 8570-35 (9-97) Electronic .and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date June 10, 2015 EPA Reg. No./File Symbol 91090-G I Page 3 of 4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. Neove Spot On #001 
Rm 509, 1438 Shang Xi Bei Rd. 
Shanqhai 200060, China e 

lnoredient lmidacloprid (CAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

830.7220 Boilinq Point/Boiling Range Not required6 

830.7300 Density/Relative Density/Bulk Density 49621402~ Shanghai Neway Animal OWN 
Health Co. 

830.7370 Dissociation Constants in Water Not required6 

830.7520 Particle size, fiber lenqth, diameter distribution Not required 

830.7550 Partition Coefficient {n-octanol/water), Shake Not required6 

Flask Method 

830.7560 Partition Coefficient (n-octanol/water), See 830.7560 
Generator Column Method 

830.7570 Partition Coefficient (n-octanol/water), See 830.7560 
Estimation by Liquid Chromatoqraphy 

830.7840 Water Solubility: Column Elution Method; Not required6 

Shake Flask Method - e 
830.7860 Water Solubility, Generator Column Method See 830.7840 

830.7950 Vapor Pressure Not required6 

,, \. L ' ) I -I :\ ~ I /'i\ If ,. . 
~' l:~.~ , ....... l - ....... j.,I..· U,t{.,: l 870.1100 Acute Oral Toxicity: Rat 43679601 ; ;.j _:. , •.. , ~ci· OLD . -

870.1200 Acute Dermal Toxicity: Rat 43679602- - ~.J , (,. OLD 
IL.• •i:-\.,l,(.,(•\.\ L:.:inr 

, .. , I e.. t I. , 1, 

870.1300 Acute Inhalation Toxicity: Rat 43679603 \l.1,(Jys. ) OLD 
1 

Waiver J' 

Signature Name and Title \J Jrt\. - Date 

C/;))JI~ 
Janelle Kay, Agent June 10, 2015 

-

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved 0MB No. 207(}()060 

Paperwork Reduction Act Notice: The public reporting burden lor this collection of infOffTiation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W •• Washington, DC 20460. Do not 
send !he form to this address. 

DATA MATRIX 

Date June 10, 2015 
Applicant's/Registrant's Name & Address 

Shanghai Neway Animal Health Co. 
Rm 509, 1438 Shang Xi Bei Rd. 
ShanQhai 200060, China 

lnoredient lmidacloorid fCAS No. 105827-7$-9, Chemical Code 129099) 

Guideline Referenoe Number Guideline Studv Name 

870.2400 Primarv Eve Irritation: Rabbit 

870.2500 Primarv Dermal lr'ritation 

870.2600 Dermal Sensitization· 

870.7200 Companion Animal Safety 

810.3300 ProductPerlormance 

Generic Data Requirements 

Neuove Spot On #001 qualifies for the Formulator's Exemption for imidacloprid 
i:ieneric data reQuirements. 
Signature 

EPA Form 8570-35 (9-97) Elewonic and Paper versions available. Submit only Paper veo;ion. 

EPA Reg. No./File Symbol 91090-G 
Product 

Neove Spot On #001 

MRID Number Submitter 

43679604 7 , , j \.1 '. · " 
43679605 ( ~'\'1". I;\"? , 
43679606 . bl«. 

43679607 ~ 
43679608 _. 
44099801·-

·~ ) . ·..-? 

Name and Title 

Janelle Kay, Agent 

-

I Page 4 of 4 

Status Note 

OLD 
OLD 
OLD, 
\ 

OLD 
OLD 
OLD 
OLD 

Date 

June 10, 2015 

Agency Internal Use Copy 
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Endnotes for Neove Spot On #001 

1 830.1620 - These data are not required for the registration of an end-use product. See 830.1650 for 
formulation process information. 

2 830.1700 - This produc:t does not consist solely of the technical grade active ingredient (TGAI) and is 
not produced by an integrated system, therefore, per OPPTS 830.1700, these data are not required. 

3 830.6313 - These data are not required for registration of an end-use product. 

4 830.6319 - This data requirement is required when the product is an emufsifiabfe fiquid and to be diluted 
with petroleum solventi;. Neave Spot On #001 is not an emulsifiable liquid to be diluted with petroleum 
, solvents and therefore this data requirement is not applicable. 

5 830.6321 - This product is not proposed for use around electrical equipment. Therefore, these data are 
not applicable. 

6 830.7050, 830.7200, 830.7220, 830.7370, 830.7550-7570, 830.7840-7860, 830.7950 - These data are 
not required for registration of an end-use product. 

Page 1 of 1 



9· 
.,- Cc: Eagle, Venus · 
~ Subject: RE: EPA File-Symbol 91090-G 

Hi Janelle, 

That letter is generated with the recode. We don't want to recode it and invoice the applicant until we have indication 
this is the preferred course of action, as should your cl ient choose to withdraw they would be allowed to do so under 

the cu rrent R301 category instead of R315. But the outstanding balance would be the R315 fee minus the R301 fee. My 

quick ca lculation is that it wou ld be $6,594? 

Best regards, Steve 

Stephen A. Schaible, PRIA Ombudsman 
Registration Division (7505P) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 
ph: (703)308-9362 

----------- ------
From: Janelle Kay (mailto:Janelle@PyxisRC.com] 

Sent: Tuesday, June 23, 2015 1:25 PM 
To: Schaible, Stephen 

Cc: !:agle, Venus 
Subject: RE: EPA File Symbol 91090-G 

Steve, 

---------... - ·--- ---···--

Thanks for the information; I' ll convey this to Shanghai Neway. Do you have a letter/invoice to reflect the additional 

payment due? 

Regards, 

Janelle 

Janelle Kay 

Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

From: Schaible, Stephen [mailto:Schaible.Stephen@epa.gov] 
Sent: Friday, June 19, 2015 11:41 AM 
To: Janelle Kay 
Cc: Eagle, Venus 
Subject: RE: EPA File Symbol 91090-G 

Hi Janelle, 

2 
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s·chaible, Stephen 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Hi Mick, 

e 

Schaible, Stephen 
Friday, June 26, 2015 10:17 AM 
Yanchulis, Michael 
Eagle, Venus; 'Janelle@PyxisRC.com' 
EPA File Symbol 91090-G (0503658)- Recode from R301 to R315 
20150520 Fee Waiver Approval Letter.pdf 

For the reasons l isted in the email thread below (my email dated 6/19), please recode EPA File Symbol 91090-G 
(D503658). from the current R301 category to R315 and invoice Pyxis (agent for Shanghai Neway) for the outstanding. 

balance. Please note that a 75% small business waiver was requested and has been granted (see attached). Per Janelle 

Kay's email below, the cl ient does wish to proceed with review of the application under the R315 category. · 

Thanks ! Steve 

Stephen A. Schaible, PRIA Ombudsman 
Registration Division (7505P) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, DC ~0460 
ph: (703)308-9362 

~ 

- --~---·--·-··--- - -
From: Janelle Kay [mailto:Janelle@PyxisRC.com) 

Sent: Wednesday, June 24, 2015 6:23 PM 

To: Schaible, Stephen 
Cc: Eagle, Venus 

Subject: RE: EPA File Symbol 91090-G 

Steve, 

Shanghai Neway has decide to proceed with the reclassification, so please send me the invoice. Note: t hey did get 
approved for a sn,a ll business reduction, so I'm not sure if the invoice will reflect that amount or if I should do the 

calculat ion when I pay. 

Regards, 

Janelle 

Janelle Kay 

Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
{E): Janelle@PyxisRC.com 

- ---------------------
From: Schaible, Stephen [mailto:Schaible.Steohen@epa.gov] 
Sent: Tuesday, June 23, 2015 10:29 AM 
To: Janelle Kay 

\ 87 
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e e 
Sorry for the delay in getting back to you sooner. Venus and I have looked through this application, doing a preliminary 
screen of the elements of the package. It is our conclusion that the R315 category is applicable rather than the 
requested R301 for the following reasons: ' 

• Not 100% id~ntical based on a CSF comparison with the cited product, though similar within the certified limits 
(not itself a r~ason for recode), 

• Data matrix for proposed product (91090-G) does not cite all of the same CASS studies as those listed on the 
cited substantially similar products (of which there are 4): 

o 11556,117 (this is the product that is nearly identical) 
o 11556,119 
o 11556,120 
o 11556,122 

• Claims being made on the proposed label do not match the claims on the cited substantially similar product(s). 

For these reasons, the review necessary to make a decision on this application falls outside of the scope contemplated 
for the "me-too" R301 category. I'm happy tQ discuss this on the phone if you would like. This issue was take to the RD 
PRIA Managers meeting fast week and the above conclusion was supported, This determination is consistent with how 
EPA has been coding pet spot-on products with this approach to data citation. The R301 application for a pet spot on 
product would have to be 100% identical in composition and have the same claims as the cited product, and cite the 
same studies as the cited product. Those conditions are not met in this situation, 

Best regards, Steve 

Stephen A Schaible, PRIA Ombudsman 
Registration Division (7505P) 
Office of Pesticide Pr{)grams 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 
ph: (703)308-9362 

·----------·--·-.. ---------
From: Janelle Kay [mailto:Janelle@PyxisRC.com] 
Sent: Wednesday, Jurie 10, 2015 6:05 PM 
To: Schaible, Stephen 
Cc: Eagle, Venus 
Subject: EPA File Symbol 91090-G 

Steve/Venus, 

I hope all is well with both of you. I understand you've been in communication with Jim Yowell regarding a pending 
application for Shanghai Neway (EPA File Symbol 91090-G) for a product called Neove Spot On #001. Shanghai Neway 
has decided to change agents to Pyxis for this product (not for the company} and I've provided a copy of the LOA 
attached. 

First, I understand th~re were some deficiencies with the data matrix (i.e. failure to cite target animal safety data) and it 
appears there were also inconsistencies between the citations and the Certification with Respect to Citation of Data. I 
have corrected these errors in the attached matrices (Agency and Public} and certification. 

Second, I understand there are some concerns regarding the PRIA category. Specifically, Shanghai Neway believes that 
its product is identical to Bayer Healthcare's Advantage 10 Topical Solution (EPA Reg. No. 11556-117) (and related 
products 11556-119, -120, 122). It has also no_t submitted any acute toxicity, efficacy or safety data with its application 
and, based on the formulation and data submitted, we believe R301 is the more appropriate PRIA category. To be clear, 
Shanghai Neway does not want to withdraw its application but would like additional information from EPA as to why it 

3 
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• • has decided (if it still does believe that) the application should be classified as R315. I apologize in advance if you have 
already addressed this issue with Mr. Yowell (and for any other complications as a result of the agent change). 

I look forward to hearing from you. In the meantime, please let me know if you have any questions or need any 
additional information. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 1361h St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F): 1-253-853-5516 
(E): Janelle@PyxisRC.com 

4 
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Eagle, Venus 

From: 
Setit: 
To: 
Cc: 
Subject: 

Hi Jim, 

Schaible, Stephen 
Tuesday, June 02, 2015 9:52 AM 
James Yowell 
Eagle, Venus 
EPA File Symbol 91090-G 

Per our telephone conversation, your application for the new dog spot-on product Neave Spot On #001, EPA File Symbol 
91090-G, is deficient in that it does not address data requirement for the companion animal safety studies. Please 
submit to Venus Eagle a revised data matrix and (if necessary) certification with respect to citation of data form 
indicating how you wish to address this data requirement. 

In addition, as this is a pet-spot on product, the appropriate PRIA category for this action is R315 (decision review time 
frame of 9 months, $8,400). Your client has the choice of continuing the review under this category or withdrawing the 
application under the current R301 category. If your client chooses to continue with review of the action under the 
R315 category, the PRIA clock will reset at 21-days from receipt of the outstanding balance between the R301 and R315 
ca·tegories. 

You indicated during our phone call that you expected to be able to provide the revised forms addressing the deficiency 
this afternoon or tomorrow. Please cc: me on•your email to Venus and indicate whether your client agrees to the 
recode to R315. I w ill proceed with getting the action recoded once I have received your indication that this is the 
preferred path forward. 

Bestregards,Steve 

Stephen A Schaible, PRIA Ombudsman 
Registration Division (7505P) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 
ph: (703)308-9362 

l 
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SPRlNG TRADING COMPANY 

- ·- ···----··--·--·-----·-- - -·--·- ···------·- ·-----·---·--·- ·-·--·---·-----------·-------'!.I 

Venus Eagle 
Document Processing Desk (REGFEE) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Room S-4900, 4th Floor 
Arlington , VA 22202 

Dear Ms. Eagle: 

4-CiG, 21~00 
April 17, 2015 

Re: Application for registration for Neave Spot On #001, EPA Company number 091090, from 
Shanghai Neway Animal Health Co.,Ltd, Rm509, 1438 Shan Xi Bei Road, Shanghai, China, 
200060. A receipt for the PRIA-3 category R-301 payment is attached. 

The following documents are enclosed to support the tolerance exemption request for this petition: 

Title of Stud 

Cover letter and Transmittal -Document, Label copies EPA Form 
8570-1, Application form, and completed forms, 8570-4, 8570-
27, 8570-34, 8570-35, 8570-36 and 8570-37. 

MRID Number 

Product Chemistry Volume - OPPTS 830.1550, 830.1600, u q(l.ri m " \ 
830.1650, 830.1670, 830.1750 and 830.1800. -, \0 u,v 
Product Chemistry Volume - OPPTS - 830.6302, 830.6303, 
830.6304, 830.7.100, and 830.7300. · itQ.QZ·l'tC:f2.. 
Product Chemistry Volume - OPPTS - 830.6317 and 4-qo 

2140
.
3 830.6320. 

If you have any questions please call me on 832-722-5113. 

Sincerely:. 

J~l::! 
Spring Trading Company 
Agent for Shanghai Neway Animal Health Co., Ltd. 

,vd05 WesrTimherwagr,n Citde 
Spring, TX 77.180.4010 

Officr Plwnr: S77-227,2597 
CnT>Sulm,t l'ho,w: !t\2,7 22,5 l I'.{ 
Email: Smini.:... Tr~di11::@\'i1hon._com 91 

{, 

-
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date June 10, 2015 EPA Reg. No./File Symbol 91090-G J Page1 of 4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. Neave Spot On #001 
Rm 509, 1438 Shang Xi Bei Rd. 
ShanQhai 200060, China 

Ingredient lmidacloprid (GAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Product Specific Data Requirements 

830.1550 Product Identity and Composition 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.1600 Description of Materials Used to Produce the 49621401 Shanghai Neway Animal OWN 
Product Health Co. 

830.1620 Description of Production Process Not required 1 

830.1650 Description of Formulation Process 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.1670 Discussion of Formation of Impurities 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.1700 Preliminary Analysis Not Required 2 

830.1750 Certified Limits 49621401 Shanghai Neway Animal OWN 
Health Co. e 

830.1800 Enforcement Analytical Method 49621401 Shanghai Neway Animal OWN 
Health Co. 

830.6302 Color 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.6303 Phys_ical State 49621402 Shanghai Neway Animal OWN 
Health Co. 

Signature Name and Title Date 

tf/;)»Jo/' 
Janelle Kay, Agent June 10, 2015 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special revie~ activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burd.en estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date June 10, 2015 EPA Reg. No./File Symbol 91090-G I Page 2 of 4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. Neove Spot On #001 
Rm 509, 1438 Shang Xi Bei Rd. 
Shanohai 200060, China e 

Ingredient lmidacloprid (CAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.6304 Odor 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.6313 Stability to Normal and Elevated Temperatures, Not Required 3 

Metals, and Metal Ions 

830.6314 Oxidation/Reduction: Chemical Incompatibility Waiver 

830,6315 Flammability Waiver 

830,6316 Explodabilitv Waiver 

830.6317 Storage Stability 49621403 Shanghai Neway Animal OWN 
Health Co. 

830:6319 Miscibility Not required 4 

830.6320 Corrosion Characteristics 49621403 Shanghai Neway Animal OWN 
Health Co. 

830.6321 Dielectric Breakdown Voltage Not reauired 5 

830,7000 pH 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.7050 UVNisible Absorption Not reauired 6 

830.7100 Viscosity 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.7200 Melting Point/Meltino Ranoe Not required6 

Signature Name and Title Date 

rflaulo/' 
Janelle Kay, Agent June 10, 2015 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX -
Date June 10, 2015 EPA Reg. No./File Symbol 91090-G I Page 3 of4 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. Neove Spot On #001 
Rm 509, 1438 $hang Xi Bei Rd. 
Shanghai 200060, China 

Ingredient lmidacloorid (CAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

830.7220 Boiling Point/Boiling Range Not required6 

830.7300 Density/Relative Density/Bulk Density 49621402 Shanghai Neway Animal OWN 
Health Co. 

830.7370 Dissociation Constants in Water Not required6 

830.7520 Particle size, fiber length, diameter distribution Not required 

830.7550 Partition Coefficient (n-octanol/water), Shake Not required6 

Flask Method 

830.7560 Partition Coefficient (n-octanol/water}, See 830.7560 
Generator Column Method .. 

830.7570 Partition Coefficient (n-octanol/water), See 830.7560 
Estimation by Liquid Chromatography 

830.7840 Water Solubility: Column Elution Method; Not required6 

Shake Flask Method -

830.7860 Water Solubility, Generator Column Method See 830.7840 

830.7950 Vapor Pressure Not required6 

870.1100 Acute Oral Toxicity: Rat 43679601 OLD 
870.1200 Acute Dermal Toxicity: Rat 43679602 OLD 
870.1300 Acute Inhalation Toxicity: Rat 43679603 OLD Waiver 
Signature Name and Tille Date 

r}Zau/3/ 
Janelle Kay, Agent June 10, 2015 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WASHINGTON, D_C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including ~ime for reading the instructions. and completing the necessary ~arms. Send comments regarding the burden estimate or any other aspect of this collection of . 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date June 10, 2015 EPA Reg. No./File Symbol 91090-G I Page4 of 4 

Applicant's/Registrant's Name & Address Product 
Sh_anghai Neway Animal Health Co. Neave Spot On #001 
Rm 509, 1438 Shang Xi Bei Rd. -
Shanqhai 200060, China 

e 
Ingredient lmidacloprid (GAS No. 105827-78-9, Chemical Code 129099) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

870.2400 Primary Eve Irritation: Rabbit 43679604 OLD 

870.2500 Primary Dermal Irritation 43679605 OLD 

870.2600 Dermal Sensitization .43679606 OLD 

870.7200 Companion Animal Safety 43679607 OLD 

43679608 OLD 

44099801 OLD 

44179801 OLD 

810.3300 Product Performance 43679609 , . 

43679610 

44256901 e 
44256902 

44256903 

Generic Data Reciuirements 

Neuove Spot On #001 qualifies for the Formulator's Exemption for imidacloprid 
Qeneric data requirements. 
Signature Name and Title Date 

rJ/;))}JoY 
Janelle Kay, Agent June 10, 2015 

' EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 



e e 
Fonn Annroved 0MB No. 2070-0060 

~.,.,\ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~, 401 M Street, S.W. 

WASHINGTON, O.C. 20460 

Paperwork Reductlori Act Notice: The public reporting burden for this collection of information is estimated lo average 1.25 hours per response' for registration 
and 0.25 hours per response for reregistration and special review activities. including time for reading the instructions and completing the nece55ary fom,s. Send 
comments regarding burden estimate or any other aspect of this collection of information. including suggestions for reducing the burden to: Director. OPPE 
lnfonnatlon Management Division (2137), U.S. Environmental Proteciion Agency, 401 M Street. S.W., Washington, DC 20460. 
Do not send the completed fonn to this address. 

Certification with Respect to Citation of Data 

Applicant's/Re11istrant'! Name, Address, and Telephone Number EPA R~istration Number/File Symbol 
Shanghai Neway Anlrriat Health Co., 4110 136th St. Ct. NW; Gig Harbor, WA 98332; 253-853-7369 91090-G 

Active lnaredienl!sl and/or reoresentalive test comooundCsl Date 
lmidacloprid June 10, 2015 

General Use Pattem(s) (list all those claimed for this product usin1140 CFR Part 158) Product Name 
Indoor: domestic animals Neove Spot On #001 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Formulator's Exemplion Statement (EPA Form 8570-27). 

D I am respondit19 to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION t: METHOD OF DATA SUPPORT (Check one method only) 

0 
I am using the cite-all methO<I of support. and have lnduded with this form 0 

I am using the selective methOd of support (or cite-all option 
a list of comp&nies sent offers of compensation (the Da1a Matrix form under the selective method). and have included with this fonn a 
should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

(Required if using the cite-all method or when using the cite-all option under the seleciive method to satisfy one or more data requirements) 

D t hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application. to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration. lhis form for reregistration, or this Data.Call-In response is supported by all dala submitted or ciled in the 
application for registration, the form for reregistration, or the Data.Call-In response. In addition, if the cite-all opt~n or cite-all option under the seleciive method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date: of approval of this application if the application sought the initial registration of a product of idenlieat or similar composition and 
uses. -

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am lhe original data submitter or that I have obtained 
lhe written permission of the original data submitter to cile that study. 

I certify that for each study cited in support of th is registration or reregistration that is not an exclusive use study, either. (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use lhe study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to detennine the 
amount and terms of <»mpensalion. If any, to be paid for the use of the study. 

1 certify that in an instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
aceordance wilh sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request, I understancl that the Agency may Initiate action to deny, cancel or suspend the registration of my product in conformity with 
FIFRA. 

I certify th;it the statements I have made on this form and all attachments to It are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or Imprisonment or both under applicable law. 

-
Signature 1;nVo/ Date Typed or Printed Name and Title 

June 10, 2015 Janelle Kay; Agent 
/. ~· 

EPA Form 8570-34 (S-97) Ellctronic and Paper versions available. Submit only Paper version. 
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Schaible, Stephen 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Steve/Venus, 

e 
Janelle Kay <Janelle@PyxisRC.com> 
Wedne$day, June 10, 2015 6:05 PM 
Schaible, Stephen 
Eagle, Venus 
EPA File Symbol 91090-G 
Neway LOA_product specific.pdf; 20150610 Certification with Respect to Citation_signed.pdf; 
20150610 Agency matrix.pdf; 20150610 Public matrix.pdf 

I hope all is well with _both of you. I understand you've been in communication with Jim Yowell regarding a pending 
application for Shanghai Neway (EPA File Symbol 91090-G) for a product called Neove Spot On #001. Shanghai Neway 
has decided to change agents to Pyxis for this product (not for the company) and I've provided a copy of the LOA 
attached. 

First, I understand there were some deficiencies with the data matrix (i.e. failure to cite target animal safety data) and it 
appears there were also inconsistencies between the citations and the Certification with Respect to Citation of Data. I 
have corrected these errors in the attached matrices (Agency and Public) and certification. 

Second, I u11derstand there are some concerns regarding the PRIA category. Specifically, Shanghai Neway believes that 
its product is identical to Bayer Healthcare's Advantage 10 Topical Solution (EPA Reg. No. 11556-117) (and related 
products 11556-119, -120, 122). It has also not submitted any acute toxicity, efficacy or safety data with its application 
and, based on the formulation and data submitted, we believe R301 is the more appropriate PRIA category. To be clear, 
Shanghai Neway does not want to withdraw its application but would like additional information from EPA as to why it 
has decided (if it still does believe that) the application should be classified as R315. I apologize in advance if you have 
already addressed this issue with Mr. Yowell (and for any other complications as a result of the agent change). 

I look forward to hearing from you. In the meantime, please let me know if you have any questions or need any 
additional information. 

Regards, 

Janelle 

Janelle Kay 
Pyxis Regulatory Consulting, Inc. 
4110 136th St. Ct. NW 
Gig Harbor, WA 98332 
(T): 1-253-853-7369 
(F}: 1-253-853-5516 . 
(E): Janelle@PyxisRC.com 
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. -J1l le -lo Q.w.e_· eic .:;/2v +o hLce<Q.. · 
. 'to \<5(5 · . · 

Completion of 21 :..oay Content Screen 

·PM~ l ---

EPA Reg~ #(File Symbol) qi 0"10-b 

Decision # · D ____ _ 

Data package delivered to · 
you on _____ . . 

(date) .·· 

Jac.ket/Mini-jacket will be . 
transferred to. yq .. u today. · 

. ' 
{ Pick up from· Document Center) 

Th.ank you, · . · I ·. . . . · ... . 
Registrati1on D.ivision's 21 ~oay Content Team 

·~ir--

98 
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Memorandum 
,.. ; ·. 

Date: 

To: fM c)j,- , Regulatory Manager 

From: . Information Services Branch, ITRMD · 

Y ou_r receipt of this data submission is not an. 
indication that MRIDs for the enclosed ·studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
~ . from t.he !l~~ve da.te befor~ t~~ stuC,y-'-~v.~!._ <!~ta i~ . 

available in OPPIN. 
. . 

. If y9u have apy questions about this process, · 
· please contact Teresa Downs (305-5363). ·. 

' 

, This is a: 'tifuny accepted submission · 
/[] partially accepted submission 
D rejected submission 

~- .: ... : . 
:-=. =~ ... -- . ·-

- . _? 

. - -·--- - - - .. - - ... -
~- . ~· .. -- --· - · ~ -. r · ·· 99 - - . ... 
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. ,,. • • UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

June 26, 2015 

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT 
Or Pay On-Line at www,Pay,Gov (See Below for Details) 

OPP Decision Number: D-503658 
EPA File Symbol or Registration Number: 91090-G 
Product Name: NEOVE SPOT ON #001 
EPA Receipt Date: 22-Apr-2015 
EPA Company Number: 91090 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Company Narne: SHANGHAI NEWA Y ANIMAL HEAL TH CO,, LTD, 

JANELLE KAY 
PYXIS REGULATORY CONSULTING, INC 
SHANGHAI NEW A Y ANIMAL HEAL TH CO,, LTD, 
4110 136TH STREET, NW 
GIG HARBOR, WA 98332 

SUBJECT: ,Recoding of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has recoded your application that is subject to a 
Pesticide Registration Service Fee as defined in the Pesticide Registration Improvement Act. 

This action has been recoded as action code R3 l 5: 

NEW END-USE NON-FOOD ANIMAL PRODUCT WITH SUBMISSION OF TWO OR 
MORE TARGET ANIMAL SAFETY STUDIES;INCLUDES DATA AND/OR WAIVERS OF 
DATA FOR ONL Y:;PRODUCT CHEMISTRY;ACUTE TOXICITY;PUBLIC HEAL TH PEST 
EFFICACY);ANIMAL SAFETY STUDIES;CHILD RESISTANT PACKAGING; 

The fee for action code R3 I 5 with the 75% fee waiver is $2, I 00. Payment has been 
received in the amount of $452. Please remit payment in the amount of $1,648 with 14 days to: 

By USPS: 
USEPA Washington Finance Center 
Pesticide Registration Service Fee 
PO Box 979074 
St. Louis, MO 63 I 97-9000 
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• 
By Courier: 

U.S. Bank 
Government Lockbox 97907 4 
I 005 Convention Plaza 
SL-MO-C2-GL 
St. Louis, MO 63197 
Telephone: (314) 425-1818 

• 

All payments must be in United States currency by check, bank draft, or money order 
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please · 
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your 
payment. 

Effective November I, 2006, fees may be paid on-line via credit card or electronic 
fund transfer. To submit a payment on-line, visit www.pay.gov. From the pay.gov home page, 
select "search by form name." From the next page, select "P," then click on "Pesticide 
Registration Improvement Act. Fee Payment" and complete the form, making certain to use the 
decision number and registration number on the invoice you receive from the Pesticide Program 
in the space provided. 

APRIA.decision time review period will not start until the Agency receives 
certification that the outstanding fee has been paid. If the Agency does not receive certification 
of payment for this action within the next 14 days, the Agency will presume that you no longer 
want to pursue this action. The Agency will then reject your application and issue an invoice for 
any applicable outstanding fees. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 347-8961. 

Sincerely, 

Front End Processing Staff 
Information Technology & Resources Management Division 



.. 
'-4· . 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
VVASHINGTON, D.C. 20460 

April 30, 2015 

SPRING TRADING COMPANY 

SHANGHAI NEWAY ANIMAL HEALTH CO .. LTD. 
I 0805 W. TIMBERW AGON CIRCLE 
SPRING, TX 77380-4030 

Report of Analysis for Compliance with PR Notice I 1-03 

OFFICE OF CH8v11CAL SAFETY 
AND P()LLUTIOt~ PRE\iENTIOtJ 

Thank you for your submittal of 22-APR- I 5. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master 
Record ID's (MRIDs) assigned co each document submitted. Please use these numbers in all future 

references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission. please raise them with the cognizant Prodm;:t Manager. to whom 

the data have been released. 
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1-'1. Receipt for Section 3 
' . • . w~~ 
--------~-_-_-_-_-_-_-_-_-_-_---:::!_!!!!!!:-__ -:;:;;:;;:;;~~~~~--'ri · S: ~·11· ·1 Milestone Email: I.__ ___________ ______ _, 11:= 

I .. _~ .. ~r~nt_i.ett~r :I I 
Regulatory Type: fi>roduct Registration - sectlo7. 3 _. _ - ]~ · 

I_E!'~~r~,·~~re lnform~-~~1 

tB Yes @No 

@Yes (C) No 

1,. - Tra~~~- - ~-;j Appocation Type: :.~-~\~~~g~~a.:~~~~ -~--: ·_·_· ··::.:.]~I 
company: .:1~0 lf.~~N~H,~I _NEY1~?A~_n,1~i-~~~1:H. co".:_i~] 

Fee For Service: 

Billable: ® Yes ® ~to 

Product#: j~1~-G 
-·- • .••. - 1 

Override#: : ______ ) 

MeToo r··· - •• . . -.. .. l.leTooProduct-- · - - - -- ··- ·- - ··- - - -....-· 
Section): L.. --· ---- I Name: I.. . ~ ·- -- . -- - --·- - -- -·· 

Apptication Date: 117-Apr-2015 H!ll]J\j OPP Rec'vd Date: 122-Apr-20·15 ! ~j 11 Receipt Content 11 i ,.. ' 
I~.~--- -~----~- - --~--'-,, ~---=-- __ ..........,.f __ _ ~ -. 

Front End Date: 123=AP_T~~~ _ I l,621H Risk Manager Send Date: I ! 1162111 ~Study •• . • __ _ _ _: L ., .. _ _ L::;I 
:cs,;· .. -- ---·- --• 11--,- ...,.. - '. I 

FFS Due Dale: I Negotiated Due Oate: r.-. ·.:-~:-~· =J . --- . ·--·- -·- __ ..,.__--=- ..... -- 1--1 
OPP Target bate: 

fast Track.~ lcl 
Receipt Description: 

New Ingredient: (Cl 

~pplication for registration for Neove Spot On #100. 

. 
FormA: . fEj Signnt:'fa Dale: c~-~~~---: ·_] •. FormB: iEJ 

,_ 1~ · W·: • • · • I _ .. -- . _t-_ •. 

~ \(~~/E~it l 
New lngra<ftenl · · - ·-···--·- .1 . Request Date{.,., ·· - ·· ·y •. . 
New Ingredient 1 - - -

Received Date: i __ 
• j. ·---..,..- - · -

Signature Date~ , • • · __ ~..., •. • _ J . . . 
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11.11 l_ll_llll I LU lllll I Ill 111 
- :.1· · I SPRING TRADING COMPANY . 1:------, 

Venus Eagle 
Document Processing Desk (REGFEE) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Room S-4900, 4th Floor 
Arlington, VA 22202 

Dear Ms. Eagle: 

1+YCo2tt.too 
April 17, 2015 

Re: Application for registration for Neave Spot On #001 , EPA Company number 091090, from 
Shanghai Neway Animal Health Co.,Ltd, Rm509, 1438 Shan Xi Bei Road, Shanghai, China, 
200060. A receipt for the PRIA-3 category R-301 payment is attached. 

The following documents are enclosed to support the tolerance exemption request for this petition: 

Title of Study 

Cover letter and Transmittal Document, Label copies EPA F61'!11 
8570-1, Application . form, and completed forms, 8570-4, 8570-
27, 8570-34, 8570-35, 8570-36 and 8570-37. 
Product Chemistry Volume - OPPTS 830.1550, 830.1600, 
830.1650, 830.1670, 830.1750 and 830.1800. 

· Product Chemistry Volume - OPPTS - 830.6302, 830.6303, 
830.6304, 830.7100, and 830.7300. 
Product Chemistry Volume - OPPTS - 830.6317 
830.6320. 

If you have any questions please call me on 832-722-5113. 

Sincerely ~ 

J~II. President 
Spring Trading Company 

· Agent for Shanghai Neway Animal Health Co., Ltd. 

,vd0.5 West Timl-erw:1gnn Cirdi
Spring, TX 773S0-40,0 

Offir.<- Ph,)11 (' : 877-?.27,2507 
C.·,ns11lr,111 t Phom': 832-722-5 1 I 3 
Email: Spring_ Tradi11 1,?@\-ahoo.com 

and 

MRID Number 

tt Yrc 1.\l\C\ 

't C\(p 2:\ ~()1 . .' 

~~Z\L\03 
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.... 

. • 

21-.Day Screen Completed by 
Contractor. 

21-Day Expires on 5-/3- 15 

Jacket# 9/ CJ 9 ° -G. 
MRID# ff~ :L/~ 

Content Screen: Recommend to~Fail 

11-3 Review:§ssYFaiVNA 

. Overall Status: Recommend t~Fail 

Tran sf er This Jacket to: 

/-/ILL-
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PRIA 3 - 21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

1 / September 20 12 
2 l Day Screen Start Date: 7:·;» - 1 !:> · 'I 1 
Experts Jo-Processing Signature: A, 23, Date '-f-:l'T -15 Fee Paid: Yes L 
Division management contacted on issues !"o ___ Yes _ _ __ Date ______ _ _ _ 

EPA Reg. Number: 9 1 or()- e,. EPA Receipt Date: t(--;1..:1 -/ 5 
\ 

Items for Review . Yes No N/A* 

1 

2 

3 

4 

5 

6 

7 

8 

Application Form (EPA Form 8570-1) signed & complete including package 
ty pe 

Confidential Statement of Formula all boxes completed, form signed, and 
dated EPA Form 8570-4 

a) All inerts, including fragrances, approved tor the proposed 
uses (see Footnote A) 

Certification with Respect to Citation of Data (EPA form 8570-34) 
completed and signed (N/ A if I 00% repack) 

Certificate and data matrix consistent 

If applicant is re lying on data that are compensable, is the offer 
to pay statement inc luded. (sec Footnote B) 

yes 

If ap licable, is there a letter of Authorization for exclusive use only. 

Formulator's Exemption Statement (EPA Form 8570-27) completed and 
signed (N/ A if source is unregistered or applicant owns the technica l) 

a) Selective Method (Fee category experts use) 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

no 

X 
x 

X 

X 

5 Copies of Label (Electronic Jabels on CD are encouraged and guidance is x· 
available 

ls the data 

Notice of Filin included with titions 
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9 If applicable for conventional applicatio~s, reduced risk rationale x 
Required Data and/or data waivers. See Footnote C. 

a)· List study (or studies) not included with application 

10 

Comments: 

1) oc Lt rVI e ,i f- c. J 
1 

- , _____ ,_r_. _or_,, ~ 

• R e 't. Lt,, l'e o/ 

I r1 ertr ·, p " . ~J'S 

ho~- fo od 
4 r e. 

I I -

2 
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• • 
• NIA - Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses or have 
an application pending with the Agency. !fan unapproved inert with no application 
pending with the Agency is identified, the applicant must eithei- I) resolve the inert issue 
by, for example, removing the inert, substituting it with an approved inert, submit1ing 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information, forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
applic.ition's uses or have an application pending with the Agency even if a product is 
currently registered by consulting the inen Web site and if the inert is not approved nor 
has an application pending with the Agency, to obtain the necessary inert approval 
prior to submitting an application to register a pesticide product containing that 
inert ingredient. Some inert ingredients are no longer approved for food uses or certain 
types of uses. The name and/or CAS number on a CSF must match the name and CAS 
number on this web site. Simple typographical errors in the name or CAS number have 
resulted in processing delays. 

I fan inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch ([IAB) at ine11shranch@epa.Qov and resolve the issue. Copies of the 
correspondence with l!AB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by l!AB. The l!AB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
MicroL1ial Pesticides Branch. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information must also be included to enable the Agency to d.etermine ifit has been 
approved. Each component ofan inert mixture (including a fragrance) must be 
identified. In some cases, the supplier of the mixture or fragrance may need to provide 
this information to the Agency. Prior to the Agency's receipt of an application, 
applicants must arrange with a proprietary mixture or fragrance supplier to provide the 
component information to the Agency or promptly upon EPA's request. If the inert 
ingredients in a proprietary blend (including fragrances) cannot or are not identified or 
provided within the 21-day content review period, the Agency will reject the application. 

3 
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•. • • 
During the 2 I day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed ofan unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and P!Ps 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

I. Correct the application by, tor instance, correcting the incrt's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with o_ne that is 
approved for the application's uses; or 

2. Provide the required information necessary to id_enti fy an inert approval 
application that is pending with the Agency; or 

3. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timcframe to accommodate 
the inert review/approval process; · 

4. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

lfnonc of these options is selected and implemented by the applicant within the 
21 day content review period, th~ Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R300 or R301 ),.it will contact the applicant with the following 
options: 

l. Correct the application by, for instance, correcting the inert' s identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or e_xemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees arc due, they must be received by the 
Agency within the 21 day content review period.) 

4 
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• • 
3. Withdraw the application (the Agency retains 25% of the lull fee for the fee 

category estimated); or 

If none of the above options is selected and implemented .during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

I. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documenta_tion that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. I fan inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 

3. Withdraw the application (the Agency retains 25% of the lull fee li:Jr the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25%of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R30 I or 
A53 J. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. · 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 

. \ 

5 
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• • UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

April 23, 2015 

OPP Decision Number: D-503658 
EPA File Symbol or Registration Number: 91090-G 
Product Name: NEOVE SPOT ON #001 
EPA Receipt Date: 22-Apr-2015 
EPA Company Number: 91090 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Company Name: SHANGHAI NEWA Y ANIMAL HEAL TH CO., LTD. 

MR. JAMES R. YOWELL 
SPRING TRADING COMP ANY 
SHANGHAI NEW A Y ANIMAL HEAL TH CO., LTD. 
10805 W. TIMBERWAGON CIRCLE 
SPRING, TX 77380-4030 

SUBJECT: Receipt of Application and 75% Small Business Waiver Request 

Dear Registrant: 

The Office of Pesticide Programs has received your application, 75% small business 
waiver request, and certification of payment. If you submitted data with this application, the 
results of the PRN-2011-3 screen will be communicated separately. During the administrative 
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide 
Registration Service Fee as defined in the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R30 I 

NEW PRODUCT;IDENTICAL OR SUBSTANTIALLY SIMILAR IN COMPOSITION AND USE TO A REGISTERED 
PRODUCT;REGISTERED SOURCE OF ACTIVE INGREDIENT;SELECTIVE DATA CITATION ONLY FOR DATA ON 
PRODUCT CHEMISTRY/ ACUTE TOXICITY/ PUBLIC HEALTH PEST EFFICACY. WHERE APPLICANT DOES NOT 
OWN ALL REQUIRED DATA NOR HAS AUTHORIZATION LETTER FROM DATA OWNER; 

Your request for waiver has been forwarded for review. You will be notified in 
writing when a determination is made regarding your request. If your waiver request is approved, 
the decision review time period will start on the date of approval. If your waiver request is 
denied, you will receive an invoice for the outstanding balance. If you have any questions, 
please contact the Pesticide Registration.Service Fee Ombudsman at (703) 347-8961. 

Sincerely, 
~~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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• 
IFee for Service! {967411C-

This package includes the following 

@ New Registration 

0 Amendment 

for Division 

0 AD 
ogppo 

@RD 
@Studies? °㐈� Fee Waiver? 

0 volpay % Reduction:_ 
Risk Mgr. [I] 

Receipt No. S- :=:I ====96==7==4==1==1 ==:::::: 

EPA Fi I e S ym bo I/ Reg. No. :=:I ==9==1==0==9 O==-==G==:::::: 

Pin-Pun ch Date: .__I _4_/2_2_/2_0_1 s___. 

D This item is NOT subject to FFS action. 

Actio-n-eo-d-e-: Parent/Child Decisions: 

Requested: I. je,3o 1 

Granted: I R3QI 

Amount Due: $ I <is'O k 

[Q] Inert Cleared for Intended Use [QJ Uncleared Inert in Product 

Reviewer: z!jt~,1,ef,tJ-c= Date: '{/2--::i(!s-
, l 

Remarks: 
s·1milaY1 ty _drnrc 



-~..--·_R_e_c_e_ip_t_fo_r_s_e_et_i_t1_n_3 _______ • __ ~=====================-·-_-_-_-__ ·=--'.;;:;·--"',_·-_-_-_-______ ' __ · __ GJ_c_ .. _k_ .. E1_·_::-r_l_ld3:J_""l'I' 

, S: i~~~1· J t.lilesto~e Email: l,.._ _________________ _,1 
r-:.-~ ----- . - - . - -- · -·-

Regulatory Type: troduct REtgistration - Section 3 _______ [i;J 

Application Type: f Ne\;;-Re.giStratic1n . ·-- -~- . ·- ~~ ~:-. ·- - ~ 

Resubmission: 

Fee For Service: 

Billable: 

© Yes @ r-10 

@) Yes 0 No 

@Yes ® No 

·-· I 

Company: !1 ~?~=);~H~~~~f! NE~~A~.~~1~L~~~~TH~~_?-·: ~lt):· J [: · Tracf.:ing 

Risk I.tanager: e!i~~O~~~is~on!:~~kt~.a~age~ent~f~·1··-..-_·_-=_ ~~-~~ ~ _:_-.:_~ ~~-~J;j 
Product#: 1~1090-G I Product Name: :N~O':E §ror_o~ ~~01 .. .' .. - -· --~ -~ l 

·override#: . ____ "'] 

Me Too , -- . •. - • -- • • 
Section3: 

Me Too Product 
Name_: -. -----·. -.. , 

Application Date: j1 7-APr-201 S I !Jill! OPP Rec'vd Oate: !22-Apr-2015 ! ltluill] U ·Receipt Content ~->, ! lstu<ly- .. - . .. .... - "': ;, - ---· ···-- - ~ ; Front End·Date: [~~.:~~1:. J [l~i] Risk Manaoer.Send Date: j ! ll~U 
'E°~i=:-_ : ~-· ._:.:...:::...::.:-.,'"[r~--,: ~-:.. • i. l ' 

FFS Due·Date: 

OPP Target Date: 
L. __ .... . _ ! 
,,.... .-.. M ,__. , . , 

N~gotiated Due Date:_ [ -~ · ·::~] ', l ... ...... · ·-- --- _,........,. -.,. ·- ~ ,_ - - .... - .. .: J .. , 

~J~ .' -·· !.'~ -~:·:--:-'·-~,L.,. . ~ _r _1 

[, :Yl_e~/Edit . J · 
t,_. "'• ---~ .. . . ... 

FastTrack: ID 
Receipt Description: 

New Ingredient: IE! 

. Application for registration for Neove Spot On #1 00. 

FormA: [E!I . -- ••.• - -"""',i: 
;,ignature- Date: • 

- ~--. . . .. ;.1- ···-
Forms: [TI 

l·lew Ingredient 
1
• -···· •• • -· , 

Request Date: , • . •. . _ I 
New lngredient r 
Received Date: , • 

Signature Oate: 1 . • . 
_ . .,.. .. ·; 
- ::_I ' 
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James Yowell 

A,om: 
~nt 

To: 
Subject: 

• 
notification@pay.gov 
Thursday, April 16, 2015 1:45 PM 
James Yowell 

• 
Pay.gov Payment Confirmation: PRIA Service Fees 

Your payment has been submitted to Pay.gov and the details are below. If you have any questions regarding this 
payment, please contact Michael Yanchulis at (703) 347-0237 or yanchulis.michael@epa.gov. 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 25KRM6H4 
Agency Tracking ID: 74788317759 
Transaction Type: Sale 
Transaction Date: 04/16/2015 02:44:45 PM EDT 

Account Holder Name: James Yowell 

Transaction Amount: $451.50 
Billing Address: 203 Dogwood Trail 
Billing Address 2: 
City: Magnolia 

.tate/Province:Texas 
Zip/Postal Code: 773545201 
Country: 
Card Type: MasterCard 
Card Number: •**"'*·*"'****6626 

Registration Number: 
Company Name: Shanghai Neway Animal Hea 
Company Number: 91090 
Action Code: R-301 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

• 
1 

•••• • • •••• 
•••• • •••• 
• 

••• • • • • •• 
•• • • • • • •• 

• 
• • •••••• • 
• ••• • • • •• • 
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!r.' ·.Pri_n~Form. Rl 
United Stetee 

Environmental Protection Agency 
Wuhlngton, DC 20400 

OPP ld~tifier Humber 

&EPA 
Application for Pesticide -

l . Company/Product Number 
091090 

4. Company/Product (N_,,.l 
Neove Spot On #001 

2. EPA Product Menegor 
L((!_ 3 . PropoHd CleuifK:etion 

0 None D Reetricted 

5. Ncne and Addreee of Applicant llm:lud• ZIP CothJ 

Shanghai Neway Animal Health Co., Ltd 
Rm 509, 1438 Shan Xi Bei Road, Shang hai, China 

6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
lbllll, my product Is s imilar o, identical in composition and labeling 
to: 
EPA Reg. No. 11556-117(119,120,122) 

Amendment· Explain below. 

Product Name Advantage 10(20,55, 100) To pical Solution 

Final printed labele in rHponee to 
Agency lener elated D 

D 
D 

1'Hubmiesion In IHponee to Agency letter doted _____ _ 

D 
D 
D 

·Me Too• Applicetion. 

Notif1Cation - Explain below. Other - Explain below. 

Explanation: UH additional pogelel if neceuery. (for aection I end Sootion II.) 

Child•Reeietant Packaging 

Ov-· 
0No 

If "Yn" No. per 

Section - Ill 

Weter Soluble Peckeging 

D Yee 

[K) No 

2 . ~ of Container 

Papor 
• c.tific.ation must 
btl submitted 

Unit Packaging wgt. container 
1.3g/tube 

If "Vos• 
Peokege wgt 

No. per 
conteintr 

§E:; 
Other (Spec ify> ______ _ 

3. L-tion of Not Conten .. lntofflMl1ion 

D Container 

6. Manner in Which Label 11 Affixed to Product 

4 . Sin(•) Retail Container 

0.4ml to 4.0ml 

Lithograph 
Popoi_alued 
Stoncifed 

Section - IV 

S. Location of Label Directione • • 
[r]onl.al>el •••• 
c:::J On Labeling accompanying, 1111,,.;tuc.t 

Other ___________ •_•_•-:•,---

• 
• • • • •• 

1. Contoct Point /Compl•r• itOrM dir•ctly below for id•ntificetion of individual ro be contecrfld, ff neceuery, to proc.u this ~J 

•••••• • • • • • 
•••••• • • 
••••• 

Neme 
James Yowell 

Title 
Consultant 

Telephone No. (l"ilude Area'C'dtltll' 
877-227·2Si7 • 

Certification 
I certify that the statements I he..,. made on this form and ell ettaohments thereto are uuo, accurate and complete. 
I eoknowledgo that env knowingly false or mis leeding etatoment may be punishable by fine or impriao,vnent or 
both under epplicoble law. 

3. Title 

C O f\..~ L,.._ L+ al.I'+ 
5. Date 

\ 
EPA Farm 8570-1 (Rev. 8-94) Prellioue editions ere ob~olete. Whtie · EPA FIie Copy lorlflMI> 

6 . Dete App~cetion 
~:ic,~,;i 
• •• 

(Stamped) 
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1 e 
l 
: Venus Eagle 
l 

I Document Processing Desk (REGFEE) 
1 Office of Pesticide Programs (7504P) 

U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Room S-4900, 4th Floor 
Arlington, VA 22202 

Dear Ms. Eagle: 

April 17, 2015 

Re: Application for registration for Neove Spot On #001 , EPA Company number 091090, from 
Shanghai Neway Animal Health Co.,Ltd, Rm509, 1438 Shan Xi Bei Road, Shanghai, China, 
200060. A receipt for the PRIA-3 category R-301 payment is attached. 

The following documents are enclosed to support the tolerance exemption request for this petition: 

t• I 
I 

Title of Study 

Cover letter and Transmittal Document, Label copies EPA Form 
8570-1, Application form , and completed forms, 8570-4, 8570-
27, 8570-34, 8570-35, 8570-36 and 8570-37. 
Product Chemistry Volume - OPPTS 830.1550, 830.1600, 
830.1650, 830.1670, 830.1750 and 830.1800. 

MRID Number 

Product Chemistry Volume - OPPTS - 830.6302, 830.6303, 
830.6304, 830.7100, and 830.7300. ------------ - - ----+-----------! 

' 

Product Chemistry Volume - OPPTS - 830.6317 and 
830.6320. 

If you have any questions please call me on 832-722-5113. 

Sincerely: 

J~II~ 
Spring Trading Company 
Agent for Shanghai Neway Animal Health Co., Ltd. 

!• , W,• Ti<"I•= •"' Ci,cl, 
! Spring, TX 77.lS0.40'30 

I Offir,· r h,nw: 677-227-2597 
Cons11lranr l'hcm,•, 832-722-51 l} 
Email: Spring_ Trndin~-ahoo.com 

. .. 
• • •••• 

• ••• • •••• 
• 

••• • • • • •• 
•• • • • • • •• 

• 
• • •••••• • 
• ••• • • • ••• 
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• 
TRANSMITTAL DOCUMENT 

Submitter: 

Shanghai Neway Animal Health Co.,Ltd, Rm509, 
1438 Shan Xi Bei Road, Shanghai, 
China, 200060EP A 

Company Number: 9 1090 

Phone: 832-622-3960 
Email Address: james@springtradingcompany.com 

• 

Regulatory Action in Support of Which this Package Id Submitted: 

Application for registration for Neove Spot On #001 

Submission Date: 

Apri117, 2015 

List of Submitted Documents: 

Title of Study 

Cover letter and Transmittal Document, Label copies EPA Form 
8570-1, Application form. and completed forms. 85 70-4. 8570-
27, 8570-34, 8570-35, 8570-36 and 8570-37. 
Product Chemistry Volume - OPPTS 830.1550, 830.1600, 
830.1650, 830.1670, 830.1750 and 830.1800. 
Product Chemistry Volume - OPPTS - 830.6302, 830.6303, 
830.6304, 830.7100, and 830.7300. 
Product Chemistry Volume - OPPTS - 830.6317 and 
830.6320. 

MRID Number 

• • •••• 
• ••• 

•••• 
• .. . 

• • • • •• 
•• • • • . . •• 

• 
• • •••••• • 
• ••• • • • • • • 
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• 

Form approved. 0MB No. 207~060. 207~, 2070..0107. 207~122, 207~164. 

oEPA 

Applicant's Name and Address 

United States 
Environmental Protection Agency 

Washington, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

EPA Flle Symbol/Registration Number 

Shanghai Neway Animal Health Co., Ltd 
Rm509, 1438 Shan Xi Bei Road, 
Shanghai 

Product Name 

Neove Spot On #00 l 
China 200060 

Date of Confidential Statement of Fonnula (EPA Form 8570-4) 

As an authorized representative of the applicant for registration or the product identified above. I certify that: 

(1) This product contains the following active ingredient(s): 

lmidacloprid 

(2) Of lhese, each active ingredient listed in paragraph (4) is present solely as the result of the use or that active ingredient in the manufacturing, 
fonnu1ation or repackaging another produd which contains that active ingredient which is registered under FIFRA Section 3, is purchased by 
us from another person and meets the requirements of 40 CFR section 158.50(e}(2} or (3). 

(3) Indicate by checl<ing (A) or (B) below which paragraph applies: 

71 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement. 

That fonnula statemenl indicates, by company name, registration number, and product name, the source of the adive ingredient(s) listed in 

paragraph (1}. 

OR 

1 (B) The Confidential Statement of Fonnula (CSF)(EPA Form 857o-4) referenced above and on file with the EPA is complete, current. an 

accurate and contains the infonnation required on the current CSF. 

(4) The followin9 active ingredients in this produd qualify for lhe formulato(s exemption. 

Source 

Active Ingredient 

Imidacloprid 

*Product ingredient source information may be entitled to 
confidential treatment* 

Name and Title Date 

/5 

• ••• • • • ••• 
•••• • 
• •••••• • • • 

!:'.imber •••••• 

• • •••••• • 
•••• • • • •• • 

• • •• 
••••• • • ••••• 
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e 
' F01m 0MB Nos. 2070-0060· 2070-0057; 2070-0107; 2070--0122· 2070-0164 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, O.C. 20460 

Paperwork Reduction Act Notice: The pul>lic reporting burden for this collection of infunnotion is estimated to average 1.25 hows per response for regi~1ration 
and 0.25 holll'S per response for reR:gi~1ralion and special review eclivities, including time for reading the instructions and complding the necessary fonns. Send 
comments regarding burden estimate or 11ny other aspect oflhis collection of information, including suggestions for n:ducing the burden to: Director, Collection 
Strategies Division (28221), U.S. Environmenllll Prote~'tion Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed form 
10 this address. 

Certification with Respect 10 Citation of Data. 

Applieant's/ReQistJ'anfs Name, Address, and Telephone Number EPA Registration Number/Ale Symbol 
Shanghai Neway Animal Health Co., Ltd. Rm509, 1438 Shan Xi Bei Road, Shanghai, China. +86 21f1 

Active lnarediefllfs) and/or representative test comoound(s) Date 
I mldacioprld 

General Use Pattem(s)'(lisl all thooe claimed for this product usinq 40 CFR Part 158)· · Product Name 
For the prevetttion and treatment of flea end lice infestations on dogs. Neove Spot On #001 

NOTE: If your product is a 100% repackaging of another purchased EPA..egistered product labeled for an the same uses on yoor label, you do not need lo 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570.27). 

[J 

D 

I am respond"'!} to a Data-call-In Notice. and have induded with this form a fist of oompanies sent offers of compensation (the Data Matnx form should 
be used for this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

I am using the cite-all method of support, and have lnduded with tnls form 
a list of companies sent offera of compensation (the Data Matrix fOffll 
shou!d be used for this purpose). 

0 I am using the $eledlve methOd or support (or cite-all option 
under the~~). and have inctuded 'Mt!\ lhis fOfln a 
completed list of data requirements (the Data Matrix form must be 
USed). 

SECTION II: GENERAL OFFER TO PAY 

[Required if wing the cite-all method or v.tien using the cite-all option under the selective method to satisfy one or more data requirements) 

[ZJ I hereby offer and agree to pay ~sation, to other persons. IMlh regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this foon for reregistration, or this Data-Call-In response is supported by all data submitted or cited In the 
application for regis1ration, the fom1 for reregistration, or the Data-Call-In response. In addition, if the cite-au option or cite-an option under the selective method Is 
indicated in Section I, this app6c.9tion is supported by all data in the Agency's files that (1) conoem the properties or elreds of this product or an identical or 
substantially simllar produd, or one or more of the ingredients in this produc;t; and (2) is a fype of data that would be required to be submitted under the data 
. requirements In effect on the date of approval of this application if the application sought the initial registration of a product of identi<:a1 or similar composition and 
uses . 

l cettify Iha\ for each exduslve use study cited in support of this registration or reregistration, that I am the original data submitter or,aat, have obtained 
the written permission of the Ofiginal data submitter to cite that study. • • • • • • 

I ceitify that for each study cited In support of this registration or reregistration that Is not an exclusive use study, either: {a) I am the ~ lnal data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this appllcatlon; (c) a• periods or elilfil5lff~ for • • • • • 
oompensation have expired for the study; (d) the study is in the public literatt.re: OI' (e) I ha'4le noti1led in wrlllng the oompany that submitted the s~ and hayf • : 
offered (I) to p11y compensation to the ex1en1 re<iuired by sections 3(c)(1)(F) andfor 3(c)(2)(B) of FIFRA: and (l~ to commence negotiations to.detemiiine the • • • • • 
amount and tetmS of compensation, if any, to be paid for the use of the sludy. : •. • • • • 

• 
I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation ancl evidence of ~Tr0!1i~ in • •: 

aCCOl'danoe wi1h sections 3(c)( 1)(F} and/or 3(c)(2)(B) of FIFRA are available and wlO be submitted to the Agency upon requesl. Should I fail to pmcluce suet,. • • 
evidence to the Agency upon request. I understand that the Agency may Initiate action to derry, cancel or suspend the registration of my product in"conformtty with 
FIFRA. • • •••••• • 

I c.rtlfy that the statements I hav• made on this foml and all aaachmenta to It are true, accurate, and complete. I acknowJeclalzhat any 
knowingly tai.e or mist.acting statement may t. puntsl\able by fine or Imprisonment or both under appllcabta law. • • • • : 

Signature Date 

4/is{,~ 
EPAForm857 
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.. ... . . ., e 
R 300 and 301 

100% identical (repack): ___ Y-=E=S---'o=r-+-'-=-.a~c=i'"""'rc=le::a...=o.:..;.ne;;:.,4 
{If yes, it's a l 00% repack - then pr ct chemistry, acute toxicity and efficacy data 

a re not required} 

Data on Group A and B must be submitted - Group A and B can not be cited. 

Data 

Guideline Group A: Product Chemis1ry Data . 
submitted 

No. Studv Title Yes No 

830.1550 Product Identity & Compositio n l.,/ 

Description of materia ls used to produce the 
830. 1600 oroduct l/" . 
830.1650 Descrip tion of formulation orocess I_,,......,. 

830.1670 Discussion on the formation of imourities L---

830.1 700 Preliminary analysis 
L,../' 

830.1750 Certified limits (158.345) 
t..-/ 

830.1 800 Enforcement analytical method l.-/ 

Data 

Guideline Group B: Product Chemistry Data submitted 

No. Study Title . Yes No , -
830.6302 Color 

830.6303 Physical State 

830.6304 Odor 
Oxidation/Reduction (Chemical 

830.6314 incompatib ility) 

830.6315 Flammability 

830.6316 Exolodabilitv 

.830.6317 Storaoe stability 

830.6319 Miscibility 

· 830.6320 Corrosion Characteristics 

830.6321 Dielectric Breakd own voltaqe 

830.7000 pH 

830.7100 Viscositv 

830.7300 Densitv J 
l 
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' - .. ,,. e 
R 300 and 301 

New products must provide a bridging rationale document. The bridging document 
directs OPP to use a currently registered set of 6 acute toxicity data and label; instead 
of submitting product specific data. · · 

Guideline Acute toxicity (6 pack) Cited 

No. Study Title Yes No 

870.1100 Acute Oral (LOSO) L/ 

870.1200 Acute Dermal (LOSO) L.,/ 

870.1300 Acute Inhalation (LCSO) 
(__.. V 

870.2400 Acute Eye Irritation \./ 

870.2500 Acute Dermal Irritation 
\_../' 

Dermal Sensitization L,,- / 
870.2600 

Efficacy - which guideline depends on the proposed label use and they must cite the 
data to be used for the bridging rationale. 

;(~ l"l 't- II .o - / , r_,, ? 
l . .... 

Guideline Cited 

No. Efficacy Study Titles Yes .No Comments 

810.3100 Soil Treatments for Imported Fire Ants 
Livestock, Poultry, Fur and Wool-Bearing 

810.3200 Animal Treatments 
Treatments to Control Pests of Humans 
and 

810.3300 Pets 
Mosquito, Black Fly, and Biting Midge 

810.3400 (Sand Fly) Treatments 

810.3500 Premises Treatments 

810.3600 Structural Treatments 
Methods for Efficacy Testing of Termite 

810.3800 Baits 

2 



Based on Form Approved 0MB No. 0-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration adivities and 0.25 hours per 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of th is 
collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 04/172015 EPA Reg. No./File Symbol 91090 Page 1 of 9 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway A nimal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 Neove Spot On #001 e 
lngredient(s) lmidacloprid 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830 1550 Product Identity and Composition Shanghai Neway Animal Health Co. OWN 
830.1600 Description ol Materials Used to Produce the Product Shanghai Neway Animal Health Co. OWN 
830 1650 Description of Formulation Process Shanghai Neway Animal Health Co. OWN 
830.1670 Discussion of Formation of Impurit ies Shanghai Neway Animal Health Co. OWN 
830.1700 Preliminary analysis Shanghai Neway Animal Health Co. 

830.1750 Certified Limits Shanghai Neway Animal Health Co. OWN 
830 1800 Enforcement Analytical Method Shanghai Neway Animal Health Co. OWN 
830.1900 Submittal of Samples Shanghai Neway Animal Health Co. 1 

830.6302 Color Shanghai Neway Animal Health Co. OWN 
830.6303 Physical State Shanghai Neway Animal Health Co. OWN 
830.6304 Odor Shanghai Neway Animal Health Co. OWN 
830.6314 Oxidation / reduction Shanghai Neway Animal Health Co. 5 

830.6315 Flammability/Flame Extension Shanghai Neway Animal Health Co. 2 

830.6316 Explodability Shanghai Neway Animal Health Co. 3 

830.6317 Storage Stability Shanghai Neway Animal Health eo: OWN 
630.6319 Miscibil itv Shanahai Newav Animal Health Co. 4 
830.6320 Corrosion Characteristics Shanghai Neway Animal Health Co. OWN 
A'ln_l:'l21 - · . - \/n l+..,r,o Sh"nnh,.; 11.1 .. W"" Anjm::il H .. .., lth r.n 6 
830-7000 • ••• ••• •'fH • • Shanghai Neway Animal Health Co. OWN 

• • • • • • • 
860-7100 • • . 

• Yisto!litv• • • OWN •• • • • . . - Shanahai Newav Animal Health Co . . 
• ~ n,-ncjtv • • Shanohai New<>v Animal Health f'.n . OWN 830.7300 ••• • 

Signature I Name and Title Date 

J. 11/VfuJ.:.· l};;t/ 
James Yowell Consultant 04/17/2015 ,_ 

L V . JI• .. ~ • • • • •• ••• 127 
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Based .A Form 8570-35 (9-97) Electronic and Paper versions available. Submit only P.rsion. Agency Internal Use Copy • 
Based on Form Approved 0MB No. 2070-0060 

UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 04/17/2015 EPA Reg. No./File Symbol 9 1090 Page 2 of 9 

Appl icant's/Registrant's Name & Address Product 
e 

Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 Neove Spot On #001 

lngredient(s) lmidacloprid 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

810.3100, 810.3200, 6 10.3300, 610.3500 Efficacy FOR 
ECOLOGICAL EFFECTS 

850.2100 AYian Acute Oral T oxici ty FOR 
Avian Acute Oral -Duck FOR 

8S0.2200 Avian Dietary Toxicity - Quail FOR 
850.2200 Avian Dietary Toxicity - Duck FOR 
850.2300 Avian Reproduction - Quail FOR 
850.2300 Avian Reproduction - Duck FOR 

Acuic Wild Mammal Toxicity- Rat FOR 
850.1075 fish Toxicity Bluegill FOR 
850.1075 freshwater Fish Toxicity Rainbow Trout FOR 
850.1075 freshwater Fish Toxicity Rainbow Trout - TEP FOR 
850.IOIO Freshwater lnvcnebrate Toxicity FOR 
850.5400 Aquatic Plant Growth FOR 
TOXICOLOGY FOR 
870.1100 Acute Oral Toxicitv - Rat 45096904 Bayer Health Care LLC OLD -- ....... •• . . , 

870.1200 • • • • • • Acut•Ocrmai;Toxicity • Rabbit/Rat 45096905 Bayer Health Care LLC OLD • • • - - ... 
870.2400 • •• • • I • •Primar;!E;~fritation - Rabbi t 45096907 Bayer Health Care LLC OLD ••• • • 

Signature 

J,1.1d# 
Name and Trtle Date 

J AMAJ'l • James Yowell, Consultant 4/17/2015 . u " :·, r:·· .:, • • • • • • •• ••• 129 
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• • • 
Based on Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 4/17/2015 EPA Reg. No./File Symbol 91090 Page 3 of9 

Applicant's/Registrant's Name & Address Product -Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 Neave Spot On #001 

lngredient(s) lmidacloprid 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

870.1300 Acute Inhalation 45096906 Bayer Health Care LLC OLD 
870.2500 Primary Skin Irritation 45096908 Bayer Health Care LLC OLD 
870.2600 Dermal Sensitization 45096909 Bayer Health Care LLC OLD 
870.3100 Subchronic Oral Toxicity: 90- Day Study Rodent cite all FOR 
870.3150 Subchronic Oral Toxicity: 90- Day Study Non-rodent cite all FOR 
850. 1010 21-Day Dermal - Rabbit/Rat cite all FOR 
850.5400 Developmental Toxicity - Rat cite all FOR 
870.3200 Developmental Toxicity - Rabbit cite all FOR 
870.3700 2-Generation Reproduction - Rat cite all FOR 
870.3700 Chronic Feeding Toxicity - Rat cite all FOR e 
870.3800 2-Generation Reproduction - Rat cite all FOR 
870.4100 Chronic Feeding Toxicity - Rat cite all FOR 
870.4100 Chronic Feeding Toxicity - Nonrodent cite all FOR 
870.4200a Oncogenicity Rat cite all FOR 
870.4200 Carcinogenicity Mice cite all FOR 
870.4300 Combined CJironic Toxicity/Carcinogenicity: Rats cite all FOR 

- -- ....... • • • 
870.5100 • • • • • •Bact~~&I ~virse Gene Mutation FOR • • - • - . . .. cite all 
870.7485 

~ ••• • •General"1~~~olism FOR • •• cite all • •• • • 
Signature 

;L,, Mil A : /rt~·;,~/lf/ 
Name and Title Date 

James Yowell, Consultant 4/17/2015 

U"v .•. Lt'- . 
• • • •• • • • • • 
• •• ••• 



• • • Based on Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden fo r this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection or information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to th is address. 

DATA MATRIX 
Date 4117/2015 EPA Reg. No./File Symbol 91090 page 4 of 9 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 Neove Spot On #001 e 
lngredient(s) lmidacloprid 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

ENVIRONMENTAL FATE cite all FOR 
835.2120 Hydrolysis cite all FOR 
835.2240 Photodegradation - Water cite all FOR 
835.4400 Anaerobic Aquatic Metabolism cite all FOR 
835.4300 Aerobic Aquatic Metabolism cite all FOR 
835.1240 Leaching/ Adsorption/Desorption cite all FOR 
835.1410 Laboratory Volatilization cite all FOR 
165-4 Bioaccumulation in Fish cite all FOR 

OCCPA TIONAL/RESIDENTIA ALL REQUIREMENTS FOR 
L EXPOSURE e 

Signature 

)IA~ 
Name and Title Date 

·itd . .. : : James Yowell Consultant 4/17/2015 . . . 
Based~ >n -PA'li0rm.S070-~ J .. gf).!lectron~antl.f'aper versions avai lable. Submit only Paper version. Agency Internal Use Copy 

•••• 
"' 
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• • • Based on Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
reregistration and special review activities, including time for reading the instructions and completing the necessaiy forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 4/17/2015 EPA Reg. No./File Symbol 91090 Page 5 of9 

Applicant's/Registrant's Name & Address Product 

Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 Neove Spot On #001 

lngredient{s) lmidacloprid 

Status Note 

Shanghai Neway Animal Health Co. Status 

Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shan hai Newa Animal Health Co. 

Sh n h i im I It Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. OWN 
Shanghai Neway Animal Health Co. 5 

Shanghai Neway Animal Health Co. 2 

3 

Animal Health Co. OWN 
4 

OWN 
6 

Name and Title Date 

• • • ••• • • • • James Yowell, Consultant ••• •• • 4/17/2015 

• • • • • • 132 • • • ••• 



• • • 
Based on Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for th is collection of information is estimated to average O 25 hours per response for registration activities and 0.25 hours per 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2 137), U.S. Environmental Protection Agency, 401 M Street, S.W .. 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 4/17/2015 

Appl icant's/Registrant's Name & Address 
Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 

tngredient(s) lmidacloprid 

Signature 

EPA Reg. No./File Symbol 91090 

Product 

Neove Spot On #001 

Submitter 

Bayer Health Care LLC. 

Ba er Health Care LLC. 

Bayer Health Care v.,:;. ••• • • • 
• •• • • • 

•••• • 
Name and Title 

• • • • 
James Yowell, Consultant ••• • • • • 

Page 6 of 9 

Status Note 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 
FOR 

FOR 

FOR 
FOR 
OLD 
OLD 

•••OLD 
••• • • • 

• 
Date 

• ••• • • •• • 4/17/2015 

• • • • • ••• 133 

e 

e 



134

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
•••• • •••• 

• 
• •• • • • •• • 
• • • • • • •• • 
• 

• • •••••• • 
••• • • • • • • • 

• • 
• 



• • • 
Based on Form Approved 0MB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 4/17/2015 

Applicant's/Registrant's Name & Address 
Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia. Texas 77354 

lngredient(s) lmidacloprid 

EPA Reg. No./File Symbol 91090 

Product 
Neove Spot On #001 

Submitter 

Bayer Health Care LLC. 

Bayer Health Care LLC. 

Bayer Health Care LLC 

Name and Tille 

•••• 
• • •• • •• •••• 

James Yowell, Consultant • • 
• • 

• • 
• 

• • 

• • 
• • • 

Status 

OLD 

OLD 

OLD 

FOR 
FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR ••• 
• ~oR: •• 

••"FOR • • 

• ••• • • • • • • • • • • • • • ••• 

Page 7 of 9 

Note 

• • 
• • 

Date 

4/1712015 

135 
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Based on Fomi Approved 0MB N -0060 

UNITED STATES ENVIRONME AL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of informalion is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding lhe burden estimate or any olher aspect of th is 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date 4/1712015 EPA Reg. No.lFile Symbol 91090 Page 8 of 9 

Applicant's/Registrant's Name & Address Product 
Shanghai Neway Animal Health Co. C/0 Spring Trading Company, 203 Dogwood Trail, Magnolia, Texas 77354 Neove Spol On #001 

lngredient(s) lmidacloprid 

Subminer Status Note 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

FOR 

• ••• • • ••• • • • • • • • • 
•• • • • • • • • • • • • • • • Name and Title • • t>ate 

James Yowell, Consultant • • • • •• 4/17/2015 • • • • 
5 (9-97) Electronic and Paper versions available. Submit only Paper vers ion. • • • • •• • • • • • • • • ••• 137 
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1. 

2. 

• • 
DATA MATRIX FOOTNOTES 

Samples will be provided if requested. • ••• • • •••• 
Submittal of Samples 

Flammability/Flame 
the inert 

Not Applicable. Neither the technical grade active ingr~ent nor 
• ••• 

Extension ingredients are considered as flammable. • 
•• • 

•••••• • • • • • 
• • • • ••••• 

3. Explodability 
the inert 

Not Applicable. Neither the technical grade active in~~edi~nt nor • •• • 

Ingredients are considered as an explosion hazard. 
• • • • •• 

• 
• • •••••• • 

4. Miscibility Not Applicable. This product is not intended to be dilt.te".141ith 
petroleum Solvents. • •• • •• 

5. Oxidation/reduction 
reducing agent. 

Not applicable, the product does not contain an oxidizing or 

6. Dielectric Breakdown 
equipment. 

Not applicable the product will not be used around electrical 

OWN: I am the Original Data Submitter for this study. 
EXC: I have obtained written permission of the Original Data Submitter to cite this exclusive-use study in support of this application. 
PER: I have obtained the permission of the Original Data Submitter to use this study in support of this application. 
OLD: The study was submitted more than 15 years ago and all periods of compensation have expired. 
PL: The study is in the public literature. 
PAY: I have notified in writing the Original Data Submitter or, if the cite-all method is used, all companies listed in the most current 
Data Submitters List for this ingredient, and have offered (a) to pay compensation in accordance with FIFRA sections 3(c)(1)(F) 
and/or 3(c)(2)(B}, and (b} to commence negotiations to determine the amount and terms of compensation, if any, to be paid for the 
use of the study(ies). , 
GAP: This Guideline data requirement is a data gap as defined in 40 CFR sections 152.83(a) and 152.96. 
FOR I am taking the formulator's exemption for this ingredient only. Other columns of this line should be marked UNA". However, if 
this product is to be registered/reregistered for additional uses for which the purchased EPA registered ingredient is not supported, 
additional data must be submitted or cited here to support those uses. 

Note: If additional explanation is needed, enter a footnote number in this column and attach the corresponding explanation. 

9 of9 

• •••• • • • •••• 
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Print Form 

Form Approved 0MB No. 2070-0060 

.......... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(~ 401 M Street, S.W. •••• • • 
WASHINGTON, D.C. .20460 •••• 

•••• 
•••• 

PapefWC)lit Reduction Act Notice: The public reporting burden for this collection of Information is estimated to a~rage 1 hour per respor,sf for registl)Mi: • 
actMtllls and 1 hlu per response for Nngi6tlati011 and special reo.4aw actMtles, inchldln9 time for reading tne Instructions and completing •:t necessary farms. 
Send comments regarding burden estimate or any other aspect of this collection of information, induding suggestions for reducing~ rd$ to: o~ .. 
OPPE Information Mangaement Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 204tio. ~ not send 1" 
comoleted form to this address. !•_ • -

• •• • 
SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES IPR Notice 98-1) •••• • 

• • 
1. PRODUCT NAME: Neove Spot On #001 2. Reg. No. •••••• • ........ 

• • • 
3. COMPANY NAME: Shanghai Neway Animal Health Co., ltd •• • 4 . SUBMISSION l>ATE: 

I 

S. FIRSI' SUBMl~ON (BJ 
6,REmJB,MISSIONn 

1. PESllCIDE TYPE: Insecticide 10. REGISl'RATION [~ 

8. FORMULATED MANUFACTORING-U~ PRODUCT fl or 9. END-USE PRODUCT iii 11. REREGISl'RATION In 

l3. PRODUCT MANAGER OR CHEMICAL REVIEW MANAGER #/NAME (IF KNOWN): U. RE.REG CASE# 

14. Gl!IDELINE RF.FERENCE 15. VALUE or QUALIT A'l1VE DESCRIPTIONIMl!.'"11100(,) USED 16. MRII> or .REPORT NO. 
!lln ·~ .. - - -.- 1C' - &DpurAIH1C' A.i.tn CES 

Group B, Series 830-Physica) and Chemical Properties (40 CFR 158.190) 

-6302 Color Yellow, brownish NW-P03-E02-1 

-6303 Phy,ieal Slate Liquid NW-P03-E02-2 

-6304 Odor Weak characteristic NW-P03-£02-3 

-6314 Oxidation/Reduction: 
' Chemical Tnc.nmnatibility 

-631S Flammability/F!ame ; 

Extension 
I 

-6316 Exp lodability I ' 

-6317 Stong6 Stability Very little change in the concentrations of active ingredient 
when stored for 14 days under elevated temperatures in 

NW-P03-E03 commercial packaging material. a 
-6319 Miacibility 

I 
-6320 Conosioo. Chara«m~, No evidence of corrosion of the container was observed 

when the test substance was stored for 14 days under 
elevated temperatures in commercial packaging material. a NW-P03-E03 

-6321 Dielectric Breakdown 
Volla2e 

-7000 pH 

-7100 Viscosity NW-P03-E02-4 

·7300 Density/Relative Density/ 
NW-P03-E02-5 I Bulk O.nsitv 

EPA Form 8570-36 (1)7/JANllm) 
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•• 
• e Form roved. 0MB Nos. 2070-0060; 2070-0057; 2070-0107 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, O.C. 20460 •••• • • •••• 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 houTt pi!r•response 
for registration activities and 0.25 hours per response for reregistration and special review activities, including time for reading tfte"1Mtructions \'IP.• • 
completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of infonnation, ftlcluding : • : 
suggestions for reducing the bunien to: Director, Collection Strategies Division (2822T), U.S. Environmental Protection Agenc)-:, ~oc, • • • • • • 
Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the form to this address. • • • • • 

• 
SELF-CERTIFICATION STATEMENT FOR THE • 

PHYSICAL/CHEMICAL PROPERTIES (PR NOTICE 98-1) • 

Product Name: Neave Spot On #001 • 
Reg. No./File Symbol No. 
(if known) or Company No. 091090 

SELF-CERTIFICATION STATEMENT: 

• • •• 
• 
• 

•••• 
•• • 

• ••• • • •••• 

I certify that the reported information on the "Summary Form" represents a true and accurate record of 
the test results of studies ~enerated or owned by (Company Name): Shanghai Neway Animal Health Co., 
Ltd and that the values of the properties reported are reliable. 
I further certify that such data were generated in substantial conformity with OPPTS Test Guideline Series 830 
Product Properties, applicable to my product, and in effect at the time of submission. 

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend the 
registration of this product without opportunity for hearing, or (3) assess civil penalties provided for in section 
14 of FIFRA for violations of section 12(a)(2)(N) of FIFRA without opportunity for hearing, ifl have not 
submitted to EPA within thirty (30) days of receipt of a request by the Agency, or within a specified time 
agreed to by the Agency, test results of studies summarized in the "Sununary Form." 

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend the 
registration ofthis product without opportunity for hearing, or (3) assess civil penalties provided for in section 
14 ofFIFRA for violations of sections 12(a)(2)(N), 12(a)(2)(Q), or 12(a)(2)(R) ofFIFRA without opportunity 
for hearing, ifl fail to provide to EPA within thirty (30) days of receipt of a notification of error, or within 
a specified time agreed to by the Agency, infonnation that EPA detennines is required to correct the error. 

Type Applicant's Name: 

Title: 

corusu ltA u-t-
Telephone No. 

6'3l- -~I\ s 
Applicant's Signature: Date: 

15" 
EPA Form 8570.37 (12-2003 

.- -·-. Anocb,2 
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• Note: [Brackers indicate alternate language] 

MASTER LABEL 

[Front ,P_an~l]. , 

Neove Spot On #001 

• 
Alternate Brand Names 

lmidaCare for Dogs [& or Puppies] 

lmidaStar for Dogs' [& or Puppies] 

Petlmida for Dogs [& or Puppies] 

'. l• j ., 

_· O!]~e a Month Topical Flea and Lice Treatment 
,-~ -- - .. " ., -------~ --- . - " --- -- - - ---- ---, 

For Use Only on Dogs and Pnpl}ies 7 Weeks and Older and Weighing 3½ to 10 lbs 
OR 

. --- --- --------- - -· --·" --------- -~-- --- -~ 
J)og~(!d r~PPl~ }_ ~ee~ _and Older and We_ighil!g_!_l_ to 2~ J~! 

'oi ,--------------- --- .. _, __________________ ::--, 
Dogs and Puppies_? Weeks and Older and Weighing 21 to 55 lbs 

I --- ' 
OR ..... ----- ____________ _, - .. ------ -- -------· -- -- -::--:-:-i 

!)ogs and Puppies 7 Weeks and Older and Weighing over 55 lbs 

READ THE ENTIRE LABEL BEFORE EACH USE 
For the Prevention and Treatment of Flea and Lice Infestations on Dogs 

• One treatment prevents further flea infestation for at least four weeks 
• Kills fleas on dogs within 12 hours 
• Kills fleas before they Jay eggs 
• Convenient, easy to apply 
• Kills [biting, chewing] lice 
• For treatment and prevention of [biting, chewing] lice [infestations] 
• Controls existing [biting, chewing] lice infestations 
• Dual protection (against fleas and lice) 
• Treats, prevents and controls [biting, chewing] lice [infestations] 

• Provides effective control of [biting, chewing] lice [infestations] 
• Kills [biting, chewing] lice and prevents further infestations 
• For treatment and prevention of infestations with [biting, chewing] lice 

• Waterproof 
• Fragrance free 

Active Ingredient Content (% By Weight) 
lmidacloprid [CAS 138261-41-3] 
Other Ingredients 

Total 
EPA Est. No. 091090-XXX-X 

9.1 
90.9 

100.0 
EPA Reg. No. 091090 -XXX 

,, I 

•••• • • •••• 
•••• • •••• 

• 
•• • • • • • •• 
•• • • • • ••• 

• 
• • •••••• • 

• ••• • • • •• • 

•••••• • • • • • 
•••••• • • • • 
••••• • • • •••• 
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• Note: {Brncl<.ets indicate allemate language] 

• 

KEEP OUT OF REACH OF CHILDREN 
CAlJTJO~ 

See Back Panel for First Aid and Precautionary, Statements. . , 
_, - ·. .. ..··~. · ' 

' I I' ~ '.· . ' 

• ,· .. 

• For Directions for Use & Storage and Oispo!'JI (i'15:~U

1

ctio~s:: see supplemenial la@nside . 

•••• • • •••• 
•••• • •••• 

• 
••• • • • • •• 
••• • • • •• • 
• 

• • •••••• • 
••• • • • • ••• 

- I~" • 

.I 

, t i 

I < 

: . ,, 

• ',! 

2 

(. lco~ size 1.5cm x. l .~cm 

. 

' • 1 · . . 

. I 
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• Note: [Brackets indicate alternate language} • 
', I [Back ~an~,l] . - ,, 

., 
'•t' 

'•..,_ J 

t ' 
!I 

_ . , , Once a Month Topical Flea and Lice Treatment . . . , 
·:r--~~ ----~----~--- ---~- ... ..- ~--~--___,._J·-~~--- ... _......._, . ........t-.....--..1...-, 

For Use Only on Dogs_and Pupp1es_7 Weeks_and Older and Weighing 31/z to 10 lbs 
b' '! 

i , 

,----~- ---- - PR:_ -- ----------------- ----, 
Dogs and Puppies 7 Weeks~tlOlder and:Weighing 1J to~20 lbj 

,-----::·___:__·_ . __ . . ___ ---- __ P.R. __ .., . --- , __ -~~--- '. ~ 
~og~--"'="~ P!!PP.~~} ~eeks a!!~ Qlde£;!nd )'Veig~ing_f_l_t_g_S_S lbs_ 

' ' OR-
,------------------------· , ____ -------- -------~4·• 

.. :Qgg~~l!.<!f.~ppies 7 Weeks and Older an<!. »'e!ghing ove!_ 55_ 1~'"-

!. f. 

,. 1/ -

~ . 
',.•, .. t ( 

PRECAUTIONARY STATEMENTS r. 
:.'·' 

HAZARDS'TO HUMANS 
' I 

' 

CAUTION Causes substantial but temporary eye injury. Do not get in eyes or on dothing. Harmful 
if swallowed. Do not get in eyes or on clothing. Avoid contact with skin. Wash hands thoroughly.with 

\ . . 
soap and warm water after handling. Keep o~t of reach 9f childrc:;n: [?o not co~taminate fe~.d or fq?cl.' 

lfln Eyes 

If Swallowed 

If on Skin or 

Clothing 

FIRST AID 

• Hold eye open and rinse slowly ~d gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice 

' ., 
• Call a poison contr~l center or doctor immediately f~r treatment advice . ' 

' .. 
: : ). • J ~ ' ~ ' I • • • ' 

• Have person sip a glass of water if able to swallow ,! 

• ~ I ' f I ~ I ., ' • . ' 

• Do not induce vomiting unless told to do so by the poison control center or doctor 

• Do not give anything by m~~th to an. u~conscfous person 

•• I e 
• • •••• . " .. 

• .... 
• Take off contaminated clothing." R_in~e sk,in immediately with plenty of water for H •. 

- 20 minutes. Call a poison control center or doctor for treatment advice. 
. ' . • •• 

• • t------------------N_O_T_E_S_· _______________ ~!=--i•• 
To Customer: Have the product container or label with you when calling a poison control center or 

doctor or going for treatment. 

• 
• • •••••• 
• 

To Physician: Treat the patient symptomatically. ! I ••• ~----------~~'-------------------------.--, .... : 
HAZARDS TO DOMESTIC ANIMALS 

For External Use Only Do not use on puppies under seven weeks of age or weighing less than the 
3 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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• e 
Nole: [Brackets indicate alternate lwlguage] 1 • • 

labeled bodyweight. As with any product, consult•your veterinarian before using this product on 
debilitated, aged, pregnant or nursing dogs. Individual sensitivities, while rare, may occur after using 
ANY pesticide product for pets.- If signs persist, or become more severe, consult a veterinarian 
immediately. If your animal is on medica.tion, consult your veterinarian before using this or any other 
product. · ' · · 1 • · : • ;. '· · · • •• • · , , . 

Side Effects Monitor your dog after application. Side effects, although very.rare, may·include signs 
of skin irritation such as redness, scratching or other signs of discomfort. Gastrointestinal signs such 
as vomiting or diarrhea have also beeri reported. If these or other side effects (such as lethargy) occur, 
consult your veterinarian. ,'. 

,I . · ... ' 

DO NOT USE ON CATS Keep cats away from treated dogs for 24 hours. If applied to a cat or· 
ingested by a cat, contact your veterinarian . 

. . . ' ,; , . ( ,f. 

RESTRICTIONS : . I., I' . . ;, 

• use only bn dogs 7 weeh and old.er and weighfog'ji/2-=-io lb;; 
1· ·, 
Pf!... . 

ITL:i91bJ· 
I -, 
OR 

.·r- - ....1!i·-.• ... --,. 
12J -55lbs '-----r-~:-- ... -

,. .. DR · 
--·· ··--·::-:-:-, 
Over 55 lbs 

, ' "'L ' • I ~ --.- "Y"'- i.,,· · 

Do not use on other animals. 
Do not apply to puppies.or dogs weighing less than the labeled bodyweight. 
Do not apply more than one tube per treatment. . , . 

• 

Do not have contact or allow children to have contact with treated area until completely dry. 

•••• . . . 
•••• 

•••• • •••• 
I • 

••• • • • ••• 
••• • • • ••• 
• 

• • •••••• • 
••• • • • • ••• 

• I 

I · ' • ~ • , •• ~ .,, .. t. 

r- ~ 

l)let Cont~~ts: [X) Tube(s) each O.OJ111..: oz. (Cl.:.'!.m½). 
,.J ,r---w ' • OR · · 

,--- - ---· ~. -....... ,_ --, 
0.034 fl. oz. (I .0 mL) 
- ... ;rr-- j--- = ·~s··-. ,~ ~.' 

OR 
J - - ....__ .............. + ~*~ . . . -;; 

0.084 tl. oz. (2.5 mL) 
• l ' . ;- ,... : I • 

0~ ,---- . . ---- -·1 
0.135 fl . ~-~(1.QmL) 

,~· ·-·----:-::-, . - -· 
· ~ _apu{~c~ur:e~ f 9!j · , ·• , · - ----- - . .. . . . .. --·-- -, 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD, . ,- <:1~ ·~...,. ........ . v . ,..._~-~ ·• ..... . ..·e · · . , · • "- : .: .· • ... l 

Rm509, 1438 Sh~~ Xi tle,,i -~~._$_!1~g~ai 20006Q, China , . 

(Gon:ip~y X.?<X) 
I ~ . .. · - -- I 

(~QJ]JJ!any_ ):'._YY) 1 • · • • 

,--- -, 
Made in China . 

4 
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• Note: [Brackets indicate alternate language] 
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(f\1ade _in !}~!)) 
(~!!_<!e in Fran_£~)· 
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• • Note: [Brackets indicate alternate language] 

[Back Panel and/or lnse.rt] 
,. 

Once a Month Topical Flea and Lice Treatment 
For Use Only on Dogs and Puppies 7 Weeks~ Older and We-ig-h-in-g-3½ to 10 u;1 

OR 
r--------·-- --·-----· , ~--·---- ·:-:--:-:--i 
Dogs and Pupples 7 Weeks and Older and Weighing 11 to 20 lbs 

• 
10Ji -- ---------· - ---· . ·------- -- -- ------ ---, 

Dogs and Pup~ies 7 Weeks and Older and Weighing 21 to 55 lbs 
oi 

,--------- ----------· ·--- :-::---, 
!)ogL~~d..f_u.ppie~LW~ks !Rd Old~r and Weighing over 55 lbs 

READ THE ENTIRE LABEL BEFORE EACH USE 

For the Prevention and Treatment of Flea and Lice Infestations [on Dogs] 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

HOW TO OPEN BLISTER PACK 

I. Snap off one section of the blister card along the tube segment line. 
2. Use scissors to cut across the top of the section as shown. Or use scissors to open by cutting 

carefully into the blister cavity across the small side, close to the cap of the tube. 

!Visuals depicting how to open blister pacQ 

3. Peel off the foil, and take out the tube. 
4. Repeat steps I to 3 for each tube. 

HQW•TO APPLY 
l. l(trfi~ve one applicator tube from the package. See "HOW TO OPEN BLISTER PACK" 

•••• 
2. }iOl<l applicator tube in an upright position facing away from you and your dog's face and eyes. 

Screw the cap off tube. 
3~ ·n1~dog should be standing for easy application. Part the hair on the dog's back, between the 
••• 
• shcJJlder blades, until the skin is visible. Place the tip of the tube on the skin and squeeze the tube 

• • -i.~ t!.X.pel the entire contents directly on the skin. Do not get this product in your dog's eyes or allow 

• ·yo~r dog to ingest this product. Do not al low the product to run off. 
•••••• 

• 
•••• • • • ••• 

!visuals depicting Application to Anima!I 

4. Discard empty tube as described in the Storage and Disposal section. 
5. Under normal conditions the product is effective for a month. For severe flea infestation, 

retreatment may be necessary earlier than four weeks. Do not re-treat more often than once every 

6 

• 

• 

• 
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• • 1'Jote: [Brackets indicate alternate language] 

seven days. After flea control is attained, return to a monthly retreatment schedule . . 
·,, 1·) ,. ', 

PRODUCT INFORMATION 
The successive feeding activity of fleas on dogs may elicit a-hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of dogs with [Product Name] kills fleas and may reduce the 
incidence of this condition. 

[Product Name] kills fleas on dogs within I 2 hours. Reinfesting fleas are killed within 2 hours with 
protection against further flea infestation lasting for up to four weeks. Pre-existing pupae in the 
environment may continue to emerge for six weeks or longer depending upon the climatic conditions. 

Larval flea stages in the dog's surroundings are killed following contact with [Product Name] treated 
dogs. 

[Product Name] is waterproof and remains effective following a shampoo treatment, swimming or 
after exposure to rain or sunlight. 

Monthly treatments are required for optimal control and prevention of fleas. 

STORAGE AND DISPOSAL ... 
Do not contaminate water, food or feed by storage or disposal. 
Pesticide Storage: Store in a cool, dry place inaccessible to children ahd pets. 
Pesticide Disposal and Container Handling: Non-refillable container . 
If empty: Do not reuse or refill this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD : r·--·-~· - ----------- ---- - _ __, 
(Company XXX), 
(Company YYY) • • • •. 
"';.:;.;;~t;·th!rt this material conforms to the chemical description on the label. TO THE EXTENT•••· 

r- - - - - - --- ·- .. -·-· -- . . - -- -··------ -------···· 
CONSISTENT WITH APPLICABLE LAW, SHANGHAI NEWAY ANIMAL HEALTH CO., L'(U. . ---- --· - -~ ·--- ----------·-- --- -- -------- -~ 
~Company XXX) • 

• (Company YYY) :" ••• • 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER • • • 

• • 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and no agent of •• 
SHANGHAI NEWAY ANIMAL HEALTH CO,, LTd • •. 
:(Company XXX)' - ·-- --·- - · ··- --- · - · · : ..... 

I ' (Company,YY)'J •••• • • • •• • is authorized to do so except in writing with a specific reference to this warranty, To the extent 
consistent with applicable law, any damages arising from a breach of this warranty shall be limited to 
direct damages and shall not include consequential commercial damages such as loss of profits or 
values, etc. 

7 
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. ' .·, 
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· . i , · 

[Label on Individual Tube] 

,. (Product Name) . • 

9.1% Imidacloprid 

.-------- --- --, 
0.0 I 4. tl OZ: (0.4 mL) 

I i 
·· - .OR: . . r ... ..,___ , - - - -· , 

Qjg4 fl._pz. (L.9_mL). ,. 
OR -

,-----· - ~ 
~084 fl. oz. (2.5 JJ1L).. . ·. 

C>Rl 
I " 

... 
r • - ------, 

0.135 fl. oz. (4.0 mL) 
' .. .. , 

EPA Reg. No. 091090-XXX 

CAUTION 

Keep Out of Reach of Children 
.' • j • ;; 

;Read the Entire Label before Use_ 

NEWAY;. , -----· ' ~ 
(Company XXX) . 
1 r 
(ComP-&n)'. Y'C!'.) .• , t 

Lot No. 0000000 

: , •1 1 
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[Label on blister card; one card containing X tubes] 

(Product Name) 

For External Use Only on Dogs and Pupl}i~,' "Yeeks and Older and Weighing 31'2 to 10 lbs~ 
OR-

p~i~~~}iPP.~~i1 W~ks ~~d 01~~ _a_n~-w~}ti~l~g i((o)jjb~ 
OR. 

~ and Puppies 7 Weeks and ofcj~ and Weighing 21 _to SS lbs' 
'OR· 

,- - --- - . ·-- ---- --·-----·-·- -··, 
Dogs and Puppj_es 7 Weeks and Older Jl.!J_d Wejghing. over 55 lbs 

9.1 % Imidacloprid 

[X] - 0.014 fl. oz. (0.4 ml) 
0~ 

,--· - · -··' -------··1 
[~] : _0..:.031 fl o~_. .0-9 _ml:,), 

OR 
[XJ_- O.Q~_4 ·fl.~~.: (b5- ~L). 

QR, 
r-- - -· - -- . - - - - --, 
[X] - 0.135 fl. oz. (4.0 mL) 

EPA Reg. No. 091090-XXX 

NEWAY1 

(C~mpany XXX) 
' . l 

(g9mp~~Y. 'LY Yl 

9 

•••• • • •••• 
•••• 
• •••• 

• 
• • • • • • • • • 
• • • • • • • •• 

• 
• • •••••• • 

• ••• • • • •• • 

151 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 



152

• 

• 

• 

e 
Note: [Brackets indicate alternate language] 

. ' 

MASTER LABEL 

[Front Panel] n 

Neove Spot On #001 

Alternate Brand Nanies 

lmidaCare for Dogs [& or Puppies] 

lmidaStar for Dogs [<for Puppie's] 

Petlmida for Dogs [& or Puppies] 

e 

·. · Once a Month Topical Flea and Lice Treatment 

,' I 

,--------- ·- ---· ·------------------- ---- --:-, 
For Use Only on Dogs and_Puppjes 7 Wee~ and Older and Weighing 31'2 to 10 lbs 

vi 
~g~~d_J>upP.ies·:r~eeks an_d_Qlder and Weighi(!g_ll JC!.~~!~! 

. - I - ; 
OR .------------------·----- -· ---- . -::-:-:--, 

Dogs and Puppjes 7 Weeks and_Older and Weighing 21 to 55 lbs 
~ii 

Dogs and Pupp_ies 7 Weeks and Older and Weighing over 55 lbs 

READ THE ENTIRE LABEL BEFORE EACH USE 
For the Prevention and Treatment of Flea and Lice Infestations on Dogs 

• One treatment prevents further flea infestation for at least four weeks 
• Kills fleas on dogs within 12 hours 
• Kills fleas before they lay eggs 
• Convenient, easy to apply 
• Kills [biting, chewing] lice 
• For treatment and prevention of [biting, chewing] lice [infestations] 
• Controls existing [biting, chewing] lice infestations 
• Dual protection (against fleas and lice) 
• Treats, prevents and controls [biting, chewingJ lice [infestationsJ 
• Provides effective control of [biting, chewing] lice [infestations] 
• Kills [biting, chewing] lice and prevents further infestations 
• For treatment and prevention of infestations with [biting, chewing] lice 
• Waterproof 
• Fragrance free 

Active Ingredient Content (% By Weight) 
lmidacloprid [CAS 138261 -41-3] 
Other Ingredients 

Total 
EPA Est. No. 091090-XXX-X 

9.1 

90.9 

100.0 
EPA Reg. No. 09 I 090 -XXX 

•••• • • •••• 
•••• • •••• 
• 

••• • • • ••• 
•• • • • • • •• 

• 
• • •••••• • 
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Note: [Brackets indicate alternate language] 

• 

.. 
KEEP OUT OF REACH OF CHILDREN 

,CAUTION 
I • . 

See Back Panel for First Aid and Precautionary Statements . 
. ..; . "~ 

e 

• 
.. , .. 

For Directions for Use & Storage· and Di~posal (instr~~tions), see supplemental labeling inside . 
•'.';I tG\ 

• 

• 

•••• • • •••• 
•••• • •••• 

• 
• •• • • •• • 
• •• • • •• • 
• 

• • •••••• • 
••• • . . . . . 
• •• 

. ',, ' ,i,· \.61 

-1. Icon s~ze 1.5cm x) .5cm 

. '. ' ' 

,. ,,· I. 

,, 

.. , 

,., 

I ,I• 

'· 

', 
,· 

2 . 

I 
I 
! 

• 

• 

• 



154

• 

• 

• 

e 
Note: [Brackets indicate alternate language) 

'I , , [Back Panel] 
J," 

'• 
. - . 

. , . , .Once a Month Topical Flea and Lice Treatment · r----- -- -·--- -- -- ., __ - --- - '-~- ............. .....,___ __ .......--. ______________ .._ __ .. _~ 

For Use Only on !)_Egs _an~J»~ppj~_s }_ \Yee ks_ a_l!~-9lder and W~!g~!gg J 111_!.Q 1_0 lb~ 
'oi .------ -- --- . ---· ---' ·---- ----~---------) 

~og~ Jl!ld PJ!P.P..i~J~ l:W~ek~._;!_f!(_O,lder and,Weig!Jingl~JC!.~Jbs 
. ,. 'oR. , . -

,.....------- _..._ - _...,..._..... ______ • -:--... "t.!:. -----t.. .... - .... .,,,J.,.,...:. ______ _--i,..-...._:--, 

. Dog~nd-PuP.P._i~!l ~~-ks ~nd QM~ and Wejghing_ 21_ to_?~ .. 
'oR-r~-------...........----·-----·~_..~- ·- ... ------&..-.... .. -~-------- - --~ ,t. 

!)og!! an<!X.l!P.P.ies 7 Weeks and Older and Weigh~(!g __ O!_f:r_S~_-1'1!! 
- .. \ 

t -~ ,; ' 

PRECAUTIONARY STATEMENTS I I 

HAZARDS TO ~S 

CAUTION Causes substantial but temporary eye injury. Do not get in eyes or ori clothing. Harmful 
if swallowed. Do not get in eyes or on clothing. Avoid contact with skin. Wash hands thoroughly with • 
soap and warm water after handling. Keep out of reach of child~!). po not contan:i ina!e .feed or fc<?d~ 

FIRST AID 
If In Eyes 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice 

If Swallowed ' 1 I 'fit" " /"' 

• Call a poison control center or doctor imme~iately for treatment advice .. ' ·' 
: I· 

• J '• • ' t I': . Have person sip a glass of water if able to swallow .. . . 

• Do not induce vomiting unless tol9 to do so by the1 poison control center or doctor .. , • 
• ••• 

• Do not give anything by mouth to an i.tncoriscious person •• 
• • 

•• • .. • 
' If on Skin or 

Clothing 
• Take off contaminated clothing. Rinse skin immediately with plenty of water for 15 •• 

• 
• 

- 20 minutes. Call a poison control center or doctor for treatment advice. 

NOTES 
To Customer: Have the product container or label with you when calling a poison control center or 

doctor or going for treatment. 

To Physician: Treat the patient symptomatically. . j . . 

HAZARDS TO DOMESTIC ANIMALS · 

• • 
-• • 
• •• • 
-

" 

• •• 
• • •• 

• 
• •••• 

••• • • ••• 

For External Use Only Do not use on puppies under seven weeks of age or weighing less than the 
3 
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labeled bodyweight. As with any product, cons~lt your veterinarian before using this product on 
debilitated, aged, pregnant or nursing dogs. Individual sensitivities, while rare, may occur after using 
ANY pesticide product for pets. lf signs persist, or become more severe,-consult a veterinarian 
immediately. If your animal is on medication, consult your veterinarian before using this or any other 

• I C , , . • 

product. · · · · · ·· , · . . 

Side Effects Monitor your· dog after application. ·Side effects, although very rare, may include signs 
of skin irritation such as redness, scratching or other signs of discomfort. Gastrointestinal signs such 
as vomiting or diarrhea ltave also been reported. If these or other side effects (such.as lethargy) occur, 
consult your veterinarian. 

1 
f • \ ',. • • . . 

DO NOT USE ON CATS Keep cats away from treated dogs for 24 hour~. -If applied to a cat or 

ingested by a cat, contact your veterinarian. 
,.) .•, ,. 

I Icon size I .Sc;,, X I .SCnj .@.. . ' 
j. - :,· 

RESTRICTIONS ., . 

• Use only on dogs 7 ,veek~ and older and weighing5°ji . IO lbsl .. ·· ., 
oli __ .. ---, 

l.!L.:)O lbs 
I .. : 
OR 

;-:-- .... ~- .-. ·-~ ,:'"! . t, 

~lL--~S lbs r·--, 
OR 

~ - -..:..-:.:.. -, 

Q~~S!L~ 
• Do not use on other animals. 
• Do not apply to puppies or dogs weighing less than the labeled bodyweight. 

. I . • . • ,. ' . '. . . • f • • • 
• Do not apply more than one tube per treatment. · 
• Do not have contact or allow children to have contact with treated area until completely dry. 

• . , • ,. • · I , •• 

•••• . . . 
•••• 

•••• • • ••• 
• 

••• • • • • •• 
••• • • • ••• 
• . . . 

•••••• • 
••• • . . . -••• 

• ·• i' 

-· '""'.'\ 
_N.et Co~te

1
nts: [X] Tube(~,!_~ch ~-0~:!..!l.·..Q~.(Q.:.4 m~)

1 
. 

OR. . . · · 
. -- ... ·.·----, 
0.034 fl. oz. ( l .O mL) 
---... -.~- ---r,.:-:l -:-;-

OR 
...-·---··-""'" •• ' . 1 • 
0.084, ft oz.,(2.5 mL) 

·01{ ;t ;J •. ' · ' ',.I . 

. 11 

,-----'' "-- -1 
0.135 fl. oz .. ( 4.0·mL) 

1-· ·--- -

·, · Manufactured Fo~ · . · __ .. _ _ ___ . . ..... .. .... -----=, 
SHANGHAI NEWAY ANIMAL HEALTH CO., LTD 
~ ·. - ..... ~ • ': ~ · - - .. :"':: .. , __ . "" .. : · . ... -:4:.• ,:-; .. - ·- ...... 

~. 1438 Sh~~ Xi J3ei ~~!...~l!~g~ai ~00060, 9hina . 
(ComP.anY X~X) 
·-· • . • . - . 1 

{<;_c;,_Q!P~f)Y ,YYY) 

Made in Chm~ 
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[Back Panel and/or Insert] 
·,. 

Once a Month Topical Flea and Lice Treatment 
.----- '• •-••-- '"••··- ------••·-·--· •a-• - -----· --·--i 

F or Use Only on ~9gs and Pt_!lmies 7 Wee_ks and Older _a_n!L W~~ghi~g J! l.!.!C?" 10 Jb! 
~Ii ~- ---~- -·-----"-· . . ------------- -, 

Dogs and Puppjes 7 Weeks and 9lder and Weighing 11 to 20 lbs 
oa: 

·-------·--- ----- ---- .. ··----- ---~- ---- - - ·--::-1 
D~g~J!.n~~~RPle~_7 Weeks an~ Oldea:!!!!d W~jghing 21 _to 5;ijb~ 

I ' 
OR· 

,-. -------· ~---..-L~" ·- -___.. ----, 
Dog~ ?,Rd P~ppJesl.JYeeks and O!der and Weighing over 55 lbs 

READ THE ENTIRE LABEL BEFORE EACH USE 

For the Prevention and Treatment of Flea and Lice Infestations [on Dogs] 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

HOW TO OPEN BLISTER PACK 

I. Snap off one section of the blister card along the tube segment line. 

. , 

2. Use scissors to cut across the top of the section as shown. Or use scissors to open by cutting 
carefully into the blister cavity across the small side, close to the cap of the tube. 

!visuals depicting how to open blister pack! 

3. Peel off the foil, and take out the tube. 
4. Repeat steps I to 3 for each tube. 

H~'fOAPPLY • 
I. iti!thove one applicator tube from the package. See "HOW TO OPEN BLISTER PACK" •••• 

• • • • • • 2. ~J~ applicator tube in an upright position facing away from you and your dog's face and eyes. 
• • • • • Screw the cap off tube. 
:·•:•• 3-: • '];lfd dog should be standing for easy application. Part the hair on the dog's back, between the 
• • •• • 
•• •• • • s!-vlulder blades, until the skin is visible. Place the tip of the tube on the skin and squeeze the tube 

• • •: • • ·••to expel the entire contents directly on the skin. Do not get this product in your dog's eyes or allow 

• • your dog to ingesl this product. Do not allow the product to run off. ..... : 
• 

: •: •. !visuals depicting Application to Animaij 
••• 

4. Discard empty tube as described in the Storage and Disposal section. 
5. Under normal conditions the product is effective for a month. For severe flea infestation, 

retreatment may be necessary earlier than four weeks. Do not re-treat more often than once every 

6 
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• 
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seven days. After flea control is attained, return to a monthly retreatment schedule. 
. L 'j 

PRODUCT INFORMATION 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as 
flea allergy dermatitis (FAD). Treatment of dogs with [Product Name] kills fleas and may reduce the 
incidence of this condition. ·1 

[Product Name] kills fleas on dogs within 12 .hours, ·Reinfesting fleas are killed within 2 hours with 
protection against further flea infestation lasting for up to four weeks. Pre-existing pupae in the 
environment may continue to emerge for six weeks or longer depending upon the climatic conditions. 

Larval flea stages in the dog's surroundings are killed following contact with [Product Name] treated 
dogs. 

[Product Name] is waterproof and remains effective following a shampoo treatment, swimming or 
after exposure to rain or sunlight. ·," · · • , 

Monthly treatments are required for optimal control and prevention of fleas. 

STORAGE AND DISPOSAL . "' , 
Do not contaminate water, food or feed by storage or disposal. 
Pesticide Storage: Store in a cool, dry place inaccessible to children·and pets. 
Pesticide Disposal and Container Handling: Non-refillable container. 
If empty: Do not reuse or refill this container. Place in trash or offer for recycling if available. 
If partly filled: Call your local solid waste,agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

. 1: 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

SHANGHAI NEWAY ANIMAL HEALTH co~. LTri r, - -" -_, - · r ----· -------~----·-~ 
(C:ompa\Jy X2(?() 
' ' (Company YYY} • •• •. -- --· ---· . 
warrants that this material conforms to the chemical description on the label. TO THE EXTENT • •• • 

1------- ------- -- ------···· 
CONSISTENT WITH APPLICABLE LAW, SHANGHAI NEWAY ANIMAL HEALTH CO., L'(Q:, 
r·-- ------':-::1 ·---- ------·~--------------- - -

(Company XXX) • 
f . . t • • • 
(Comp_ll!lY YY._Y) • • • • •• 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER •• • 
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY, and no agent vf' •• • 
-------~-------- ------------------- ·1 • 

SHANGHAI NEWAY ANIMAL HEALTH CO., LTD ' - r--·- ·------------ - --- -- __ , 
(Company XXX) 
J --- - i 
(CompanyYYY) 

• • •••••• • 
•••• • • • •• • is authorized to do so except in writing with a specific reference to this warranty. To the extent 

consistent with applicable law, any damages arising from a breach of this warranty shall be limited to 
direct damages and shall not include consequential commercial damages such as loss of profits or 
values, etc. 
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[Label on Individual Tube] 

•j; ,, ' .. (Product Name) .,.· 
., 

9.1% Imidacloprid 

----71 
0.014 fl o~. (0.4 mL), 

, · I 

. JI ' ' !' ! 

' . . . 

~ ' • J > • 

{ ( 

• · i . 

:. ... ~: ... . . 
I · , ; ' 

r . , .. 
, OR! f . • t . , · 

' . , , ... 

r··---~ . • '.'.1 

~03til:....oi. (1.0 mL) 
'o~ . 

- __ .. ! , .,.,_ __ ---:--:, 

0.084,.:_fl.:_92; }2.5 m'=) , 
,OR: 

.-0.-13_5_fl_,. oz. (·-4-.0-m_L.....,) 

f' f , 

EPA Reg. No. 091090-XXX 

CAUTION 

Keep Out of Reach of Children 

. , . . u·. 

~-. t • ~ 

.,,., 

. . ; ' ! ; , ,, 

i: I ' 

1 , Read the Entire Label before U,se. , .. . 
' • ' ' • " ' • 4; I '') •• 

.. NEWAYJ , · .i,;, , t 1 · :-· , 

' . 

• l. , • • ' ,, 

• I 

I • ~, t -. . . . . . 

:·· . 

• t - ' 

' \ . ·!· 

, ( I I "'j ; 

I \ " f 

• I 
I >, 

.. f. 

' , 

r-- ~ .... ~.. . .,. ...,. .: :-:-:-::1 . 

(Company XXX) :" . . ,. . ; .. ~., 

n· 

. ! 

l 1. .* f • I : .,• 

., . 
. : , 

n ·s . 

• • • • I 

(ComP.any-Y._'[.Y) .t .,., , , .. 

Lot No. 0000000 
. ' { . .: ·, .. 

. ·' 
,. . : ; 

· ' I 

• : · • ' • •• ' • • • J 
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[Label on blister card; one card containing X tubes] 

(Product Name) 

for External Use Only on Dogs and Puppje~7 ~eeks and Older and_WeigWog31hto10~ 
PR-

P..~g! .l!.n.d !_>~ppjes 7_ We.e~ _a~~ Ol<!~rJmd W~Jglt_i~gJ ! t_«.c> ~o J~ 
OR 

Dogs and Puppjes 7 Weeks and Older and Weighing 21 to SS_lb~ 
'OR ,---- - - -- ··- -- ·-· --- -- ------ -·-·1 

Dogs and PupP.ies 7 Weeks and Older and Weighing over 55 lbs 

9.1 % lmidacloprid 

, .. -· . ··- -- - ·----:1 
(X]- 0.014 fl ozj0.4 ml) 

OR .. -- ··- - - -- ... - .. ~-- - --
[~) • Q_.Q.3~. fl. 0~. _(!._0._'!!1=} 

blli 
.--- __ r --.. ~----, 

[X] • 0.084 fl. OL (2.5 mL) 
bR: -- - ___ , ·. ------1 

[X] - 0.135 fl. oz. {4.0 ml) 

EPA Reg. No. 091090-XXX 

N-E-WAY; 
(co~pany ~xx)'. 
(CO~P~!!Y..Y..YY) 
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